)Application Checklist     نموذج قائمة تدقيق         
Form # 1




	نعم
	لا
	لا ينطبق
	Required Forms

	|_|
	|_|
	|_|
	"طلب مقترح للبحث" Ethical Approval Application Form))   Form #2  
كامل وموقع ومؤرخ من الباحث الرئيسي والباحثين المشاركين

	|_|
	|_|
	|_|
	"نموذج مقترح البحث" Form #3 (Proposal and Research Protocol Form) 
 مفصل بالكامل وموقع ومؤرخ من الباحث الرئيسي والباحثين المشاركين

	|_|
	|_|
	|_|
	استمارة تقييم المخاطر للعمل البحثي Form #4 (Risk Assessment Form)

	|_|
	|_|
	|_|
	نموذج معلومات المشارك في العينة البحثية  و موافقة المشارك في العينة البحثية على المشاركة واستخدام البيانات الخاصة بهم  (Participant Information and Consent Form) Form #5

	|_|
	|_|
	|_|
	بيان يصف إلى أي مدى، إن وجدت، سيتم الاحتفاظ بسرية سجلات تعريف الأشخاص المشاركين بالبحث، وهل ذكر بوضوح في نموذج مقترح البحث وبعبارات بسيطة ومفهومة للشخص العادي في النموذج المناسب للموافقة المسبقة (Confidentiality Statement) Form #6

	|_|
	|_|
	|_|
	بيان "الإفصاح عن تعارض المصالح" إن وجد (Conflict of Interest Document) Form #7

	|_|
	|_|
	|_|
	حسب نوع الدراسة أو التجربة: Forms #8-9-10-11-12-13-14-15 
إرفاق النماذج المخصصة للموافقة كاملة وموقعة ومؤرخة من الباحث الرئيسي والباحثين المشاركين
As related to data collection method

	|_|
	|_|
	|_|
	السيرة الذاتية (موقعة ومؤرخة) في ملحقات نموذج مقترح البحث للباحث الأساسي والباحثين المشاركين 

	|_|
	|_|
	|_|
	ملحقات نموذج مقترح البحث (Appendices)



	


    General Guidelines for Submission for Ethical Approval for Research: 
1. All investigators should read the Guidelines and Regulations for Research available on the University website. 
·  	Ethical Approval Application Form (#2) should be completed, dated, signed and returned with all other relevant documents to the SEU Research Ethics Committee. 
·    All sections in the forms should be completed in full, any details not relevant to the research project or investigation should be completed as N/A. 
·    All investigators should sign the required forms and provided copies of the updated curriculum vitae. 
·    Documentation should be submitted to the Committee as PDF format.
·    No research activity may take place until the Committee provides its decision to allow the project to proceed. 
2. The approval of the Committee is specific to the Research Protocol specified in Form (#3); any changes to the protocol or modification is subject to an updated application (or new application as required) or if there are any adverse reactions, or if the investigation is to be repeated with a different participant group. 
3. Form (#3) and Form (#7) requires specific details on consideration for working with other institutions, agencies or entities such as data transfer and protection. Form (#3) requires full details on the background for the study, the objectives and hypothesis to be tested, number of participants, criteria for selection (inclusion/exclusion) methods for recruitment Form (#5), method for obtaining informed consent Form (#6), experimental design or other methods to be used.
4. Form (#4) should detail any risks or potential hazards entailed in the conduct of the study; disadvantages in taking part (physical, occupational and emotional risks) or other ethical considerations as well as measures that will be put in place to minimize or limit these risks to participants or investigators.   
5. Form (#5) as shared with participants must include: The Saudi Electronic University Logo, Version Number and Date, the Title of the Study and Participant Type or Group (as applicable), an introduction to the investigators and the purpose of the information sheet, a brief description of the research project or investigation, an explanation of why the participant has been selected for this, information on their option to withdraw at any time and their obligations and commitments should they agree to voluntarily participate in the study as well as an acknowledgement that the participant has had the opportunity to review the Participant Information Sheet and the Confidentiality Statement. The form must also contain information on who the participant may contact if they have a complaint or concerns. All contact information provided to the participants must be University-based (formal e-mail or landline telephone numbers). The use of mobile phone is limited to the use of a sim card used exclusively for research purposes and destroyed when data generation is concluded. This must be clarified in the application Forms (#3) and (#5). The Form (#5) must also contain the statement: “This study has been reviewed and approved by the Saudi Electronic University Research Ethics Committee”. The participant should be given a copy after signature for their records. The Saudi Electronic University Research Ethics Committee advises that the Participant Information and Consent Form should be the only form to contain the full name of the participant.
6. [bookmark: _Hlk23191155]Form (#6) requires details on methods for collection, retention, record keeping, evaluation, analysis and use of research data and any measures to ensure confidentiality of personal data of participants. 
7. Form (#7) requires full disclosure of any sources of potential conflict of interest for the research investigators. 
8. Forms (#8), (#9), (#10), (#11), (#12), (#13), (#14), (#15) should be completed fully as needed for specific study type.  
9. The Committee requires that it be advised when the research is completed by providing a complete report Form (#16). 







                                          Form #2 Ethical Approval Application Form
Research must NOT commence until formal approval of the research protocol has been received

Applicant Details: 

	Applicant Name: 

	

	Contact E-mail: 

	

	College: 

	

	Applicant Type: 

	[bookmark: Check62][bookmark: Check63][bookmark: Check64][bookmark: Check65]|_| Faculty         |_| Staff             |X|  Student        |_| Non-SEU Applicant



Project Details: 

	Date Submitted for Review: 
	Date: (dd/mm/yyyy) ___25/02/2021_____________________

	Type of Review Required: 
	|X| Full Review  |_| Expedited |_| Exempt: _____________________________

	Project Title: 

	

	Project Funder: 

	[bookmark: Check66][bookmark: Check67]|X| Internal to SEU |_| External: (name) __________________________

	List Other Organizations Involved: 
	N/A

	Has the proposal/protocol undergone peer review?
	[bookmark: Check68][bookmark: Check69]|X| No     |_| Yes (by): ___________________________________
                       Date: (dd/mm/yyyy) _________________________


	Proposed Start/End Date:
	Start Date: (dd/mm/yyyy) _____15/01/2021____________________
End Date: (dd/mm/yyyy) _______02/02/2021__________________


	Category: 
	|_|   Staff Research  |_| Faculty Research  |X| Postgraduate Student Research  
 

	Preliminary Ethical Considerations (check all that apply):
	[bookmark: Check70][bookmark: Check71][bookmark: Check72]|_| Animal |_| Environment |X| Ministry of Health 

[bookmark: Check73]|_| Data     |_| International |X| Human (non-clinical)

|_| Children 

	Supervisor Details: (for student research projects only)
	Insert supervisor name

	Who is responsible to manage the research project? 
	 The researcher 

	Who designed the research project?
	 The researcher 

	Who will conduct the research work?
	 The researcher 

	Is this a resubmission for approval? 
	|_|  Yes    |X| No

	If YES please specify the date of your original application(s):
	Date: (dd/mm/yyyy) _________________________


	Project Type (select one only): 
	|X| Questionnaire / Survey

|_| Experiment

|_| Observation

|_| Data – Based or Documentary

|_| Other (specify)




Form #3 Proposal and Research Protocol Form
Research must NOT commence until formal approval of the research protocol has been received

Project Background and Aims (no more than 500 words)

	Briefly describe the background and aims of this project. 

	

Healthcare services are crucial in supporting healthy populations for society’s growth and progress. The emergency medical services, (EMS) in particular, are essential in offering stabilization and pre-hospital treatment for patients experiencing serious illnesses and injuries. The practitioners involved in the EMS pre-hospital settings including ambulance employees and the emergency physicians often give in the best of efforts to ensure that the care and safety of the patient are upheld as they transport them towards the care centers. In the Kingdom of Saudi Arabia (KSA), the EMS as a significant public service has over the decades grown exponentially to reflect the best practices of care and safety to the patients (Khattab et al., 2019). With better training, the first responders employ their skills and expertise towards effective patient-centered care despite barriers such as low public trust, patient resistance, traffic challenges, interfering of legal issues and lack of independence among others (Alanazi, 2012). 

Importantly, it is essential to align the EMS services to the needs of the patients and provide the optimum conditions for their care. The concept of patient satisfaction is important to gauge whether EMS is responding effectively to the needs of diverse clients within the population. For the EMS departments, working to attain high levels of patient satisfaction means pursuing better clinical outcomes, reducing medical malpractices and improving the overall brand of the service environment. Yet, just like other progressive economies the efforts to improve healthcare services are unending. In the KSA, lots of scholarly work has explored patient satisfaction and quality improvements in other departments of health care service. Very few studies have directly confronted patient satisfaction within the emergency medical services.  Only a handful of surveys and qualitative studies have confirmed low rates of patient satisfaction in the EMS. In light of this, there is a notable research gap to ascertain the actual status of patient perception and satisfaction in the EMS delivery. This research proposal aims at fulfilling this research gap by making a case study of EMS in one of the city hospitals. It will review the levels of patients’ satisfaction within the Emergency Medical Services care in King Abdul-Aziz Medical City in Riyadh.






Main Research Question:  To what extent does the delivery of emergency medical services within King Abdul-Aziz Medical City leave patients satisfied? 
Key Objectives;
i. To find out in what ways does the EMS services in in King Abdul-Aziz Medical City encompass the needs of the patients. 
ii. To explore the different perceptions of patients about the quality of EMS in in King Abdul-Aziz Medical City.
iii. To establish the factors that inform patient satisfaction in EMS services within in King Abdul-Aziz Medical City. 
iv. To ascertain the percentage of patients who are satisfied or dissatisfied with EMS service delivery in in King Abdul-Aziz Medical City. 







Proposed Research Methods (Design) (no more than 500 words)

	Please provide an outline of the proposed research methods for this project. Specify where the research will take place and if there will be any collaboration with external entities, or if the research will take place using the internet. Outline the research process in chronological order and describe how all data will be collected and used. 

	

[bookmark: _Toc64995126]3.1 Nature of Study
This study will be qualitative in nature and the researcher would rely on a primary data collection methods approach to gather data that will be used in data analysis. Firstly, qualitative studies seek to unveil opinions, feelings and experiences about the specific phenomenon among the research participants (Sutton and Austin, 2015). For this inquiry, the researcher is interested at finding out specific thoughts, opinions, feelings and experience that patients have in the service delivery with the EMS department. Taking an ethnographic point of view, the study evaluates the levels of behaviors, actions and experiences within the EMS and how that impact on the cognition and psychology of the patients. It is expected that some experiences will be good while others will be negatively perceived. Since qualitative studies allow for in-depth  inquiry (Sutton and Austin, 2015), the researcher will make the entire journey of research to be a reflective one, identifying levels of satisfaction, how patient service  is impacted and the proposals to improve care. 



3.2 Data collection Tools
By relying on the primary data for this inquiry, the researcher will use a questionnaire as the main instrument of data collection. A questionnaire is atypically a research tool that is composed of key questions and prompt items that targets the research participants. The use of questionnaires for qualitative research is advantageous since large quantities of data can be collected within a short time and in a cost effective way (Jones et al., 2013). Considering the nature of this study, questionnaires will be effective, as they will be filled with the patients or supported by their family members. To maximize the quality of patient input, the questions will be both multiple choice and open ended. The questionnaire to be used in this inquiry is attached in Section 4.3.

[bookmark: _Toc64995127]3.3 Research Procedure & Analysis
Concerning the research procedure, the researcher will prepare the questions ahead of schedule and make a thorough assessment to ensure the questions are relevant to give credible outcomes. The researcher will then seek permission to the patient database at King Abdul-Aziz Medical City. After acquiring the contact details of current and recent former patients in EMS, the researcher will send them questionnaires via email. If necessarily phone calls will be necessary to remind the patients to fill the questionnaires and email back. The researcher estimates three weeks as sufficient time to fill the questionnaires and send back. After receiving the questionnaires, the researcher will undertake data analysis by summarizing data and categorizing in specific themes and subthemes. 























Form #4 Risk Assessment Form
Research must NOT commence until formal approval of the research protocol has been received

Risks to Investigators, Participants or the Environment

	Please detail locations for the research i.e. where the research project will take place, and any anticipated risks or hazards to health of the participants or the research team, potential disadvantages in taking part (physical, occupational or emotional risks) personal safety or other ethical considerations or the potential for damage to any facilities or materials, and any mitigating measures that are planned. 

	

The study will take place at King Abdul-Aziz Medical City and would involve patients who have used the EMS care. The researcher has identified one main risk associated with the human subjects that will take part in the study. The questionnaire will require them to give their perceptions, feelings and experiences regarding the EMS care and it would mean reliving those moments. This has significant psychological impacts especially because it would involving recalling when they were ill. The key mitigation strategy would to inform them to share just reasonable insight and not in a way that is too deep to hurt their psychological feelings. Besides, the researcher has a provision that any of the participants may opt out of the study at any time without any consequences. 









Form #5 Participant Information
Research must NOT commence until formal approval of the research protocol has been received

Participant Details (no more than 500 words)
	Please detail the nature of the participants involved in the research project (if any). 
Specify recruitment methods, sampling, expected sample size and criteria for selection (inclusion/exclusion)

	


This study will focus on patients who are or have received EMS care at King Abdul-Aziz Medical City. The exclusion criterion would filter out those patients who have not experienced the emergency medical services at King Abdul-Aziz Medical City. In addition, practitioners such as paramedics will be excluded from the study since it is a patient-only study. Ideally, the study participants will be recruited by the means of a questionnaire. The researcher will prepare the questions ahead of schedule and make a thorough assessment to ensure the questions are relevant to give credible outcomes. The researcher will then seek permission to the patient database at King Abdul-Aziz Medical City. 

After acquiring the contact details of current and recent former patients in EMS, the researcher will send them questionnaires via email. If necessarily phone calls will be necessary to remind the patients to fill the questionnaires and email back. The researcher estimates three weeks as sufficient time to fill the questionnaires and send back. After receiving the questionnaires, the researcher will undertake data analysis by summarizing data and categorizing in specific themes and subthemes. The researcher expects that at least 35 respondents will fill the questionnaires and return within the prescribed time. 



















Participant Information

	
	Yes
	No

	Will the participants be informed their participation is voluntary?
	[bookmark: Check74]|X|

	|_|

	Will any financial or other incentives be used with the participants? 
	|_|
	|X|


	Will the participants be informed they may withdraw from the research at any time and for any reason?

	|X|
	|_|

	Will the participants be informed how their data will be maintained with full confidentiality and privacy?

	|X|
	|_|

	Will the participants receive an information sheet that includes research team contact details?

	|X|
	|_|

	Will written informed consent be obtained from the participants?


	|X|
	|_|

	If the target participant group is children (under 18) will they and their guardians be given due consideration for consent?

	|X|
	|_|

	Will participants be debriefed at the end of their participation (will they be given an explanation of the study)? 

	|X|
	|_|

	If the project is an experiment, will the procedures be explained to the participants in advance, so they are informed what to expect?

	|X|
	|_|


	If the project is observational, will participants be asked for their consent to be observed?

	|X|
	|_|

	






	
	

	Please describe the research protocol for how you plan to engage participants in the research, information and consent, privacy and confidentiality and debriefing means (no more than 500 words). 

	
Concerning the research protocol, the researcher will seek permission from the University to conduct a study within the EMS department at King Abdul-Aziz Medical City. Upon being granted permission, the researcher will reach out to the hospital and seek further permission to access data of patients in currently in the EMS department or those who have recently been served by EMS care. From the hospital database, the researcher will extract their contact details and reach them out through email and phone call 


After finding the prospective participants, the researcher will email a questionnaire containing the questions. The timeline for filing up the questionnaires will be two weeks upon which they will be emailed back. Importantly, in communication with the participants, the researcher will emphasize on privacy and confidentiality. He will assure the participants that the data collected will be safely stored and inaccessible by unauthorized persons. Besides, the participants will fill the questionnaires anonymously to avoid any forms of victimization for taking part of the study. Once the study is over, the data will be permanently stored from the hard drives and cloud storage. 





	Comments on Participants or Informed Consent (if any): please detail any issues you believe will be relevant to this section for the Committee to consider when reviewing your application

	

Informed consent will be a main requirement for this study. The researcher will reach out to the participants vie email and phone calls and the purpose would be to seek informed consent to take part in the study. The researcher will fully explain the purpose of the study as well as an option to drop out of the study at any time. An informed consent form will be attached asking permission to take part in the study. Informed consent would mean that a participant voluntarily took part in the study without any form of coercion whatsoever. A sample informed consent form is attached. 










· Please include a sample Participant Information and Consent Sheet in the appendices of your application as will be used in your project for the Committee to review.
· This must include: The Saudi Electronic University Logo, Version Number and Date, the Title of the Study and Participant Type or Group (as applicable), an introduction to the investigators and the purpose of the information sheet, a brief description of the research project or investigation, an explanation of why the participant has been selected for this, information on their option to withdraw at any time and their obligations and commitments should they agree to participate in the study. The form must also contain information on who the participant may contact if they have a complaint or concerns. All contact information provided to the participants must be University-based (formal e-mail or landline telephone numbers). The use of mobile phone is limited to the use of a sim card used exclusively for research purposes and destroyed when data generation is concluded. The document must also contain the statement: “This study has been reviewed and approved by the Saudi Electronic University Research Ethics Committee”. 


            Form #6 Confidentiality Statement	
   Research must NOT commence until formal approval of the research protocol has been received

Confidentiality Measures for the Research Project

	Please provide details on methods for collection, retention, record keeping, evaluation, analysis and use of research data and any measures to ensure confidentiality of personal data of participants.

	


1. The questionnaire will be developed in private and thoroughly analyzed to ensure the questions are relevant and support credible outcomes for the study. 
2. The emailing of the questionnaire will be safe and done over a private network. The login details of the emails will be safely kept and unauthorized access to the computer maintained. 
3. The study participants will be required to fill the questionnaire anonymously without providing their names or personal details. This will maintain their confidentiality and provide trust for better data input.
4. Once the questionnaires have been filled and emailed back, the data will be stored in a safe drive and a backup made on a cloud. The log in details and physical security of the hard drive will be adhered to. The access to the computer will be limited only to the researcher and supervisor only. 
5. In the course of data analysis strict security measures will be undertaken including limited access to the computer, regular changing of the login and passcodes as well as safe keeping of the hard drives. 

















[bookmark: _GoBack]
Form #7 Conflict of Interest Statement
Research must NOT commence until formal approval of the research protocol has been received

Conflict of Interest

	Please detail any source(s) of potential conflict of interest for the research investigators 


	


The researcher does not have conflict of interest as it related to the research study. 






















Declaration

	I confirm that the information and details provided in this application are accurate. I have attempted to identify all risks entailed in this project and acknowledge my obligations and the rights of the participants. I confirm the research will be conducted in line with University, legal and ethical standards of practice. 

	Name of Investigator (Lead Researcher): ______________________________________________
Signature: _______________________________________________________________________
Date: (dd/mm/yyyy) ________________23/02/2021  ____________________________________
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