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Investigator Declaration Form
[bookmark: _Toc9506392]Instructions: 
1. One form copy should be completed by each member of the research personnel.
2. ONLY the research personnel who are engaged in executing the planned research should complete this form. Research personnel include those who perform one or more of the activities listed below:
· intervene with subjects to collect data or biospecimens about them by performing research procedures, or by manipulating the environment for research purposes
· conduct the informed consent process
· collect or create identifiable, private information about subjects; or have access to identifiable private information about research subjects. 
3. Please note that inclusion of other members who contributed to conceptualization or proposal writing is optional and not required]
4. Please mark (by a mouse click) the appropriate checkbox(s)
5. Definitions:
· Principle Investigator (PI): An individual identified as the leader and manager of the research team who takes overall responsibility for the design, conduct and reporting of a research. The PI has the ultimate responsibility for all administrative and programmatic aspects of a research project.
· Co-Investigator (CI): An individual who contributes to the design, conduct and reporting of a research. 
· Site Investigator (SI): An individual who is identified as the leader of researchers for the conduct of a research project at a site. For a research project with a single site, he/she is, by default, is considered as the PI.
6. 
Project Title
	


[bookmark: _Toc9506432]


Research Personnel and their roles
Please mark (by a mouse click) the appropriate checkbox(s)
	Investigator’s Name 
	

	Job title 
	

	Designation
Please select designation in accordance with definitions provided in the instructions section. Ensure only one research team member is selected as a Principal Investigator.

	☐ Principal Investigator (PI)
☐ Co-Investigator (Cl)
☐ Site investigator (SI)
☐ Research Coordinator/ Assistant/ Associate
☐ Data Manager / Statistician
☐ Mentor
☐ Others (please specify in the textbox below)


	Specific roles and tasks
	☐ Oversight / administration
☐ Recruitment - communication
☐ Recruitment - data collection
☐ Data management / analysis
☐ Report/publication writing
☐ Others (please specify in the textbox below)


	Institutional affiliation (HMC, PHCC...)
	
	

	Details of institutional affiliation (hospital/ health center/ directorate/ department/ unit/ section)
	

	Mobile number
	

	Work email
	

	Alternative email
	




Declaration of Interests
	Sponsor (if any):  
	

	Funding Organization (if any):
	



All the members of the research team should declare any potential interests, financial or otherwise that could influence their impartiality in research-related activities. If in any doubt as to whether or not something represents an interest, Its better to declare it.
Definitions: 
A conflict of interest exists when professional judgment concerning a primary interest (such as the validity of research) may be influenced by a secondary interest (such as financial gain or personal competition). 
This form requires investigators to disclose three types of information:
· Associations with commercial entities that provided support for the work reported in the submitted protocol;
· Associations with commercial entities that could be viewed as having an interest in the general area of the submitted protocol; and
· Non-financial associations that may be relevant or seen as relevant to the submitted protocol.
Purpose: 
Completion of this declaration form is required because of your involvement in research-related activities and to protect you from charges of real or apparent conflict of interest.
We believe that to make the best decision on how to deal with a protocol we should know about any such conflict of interest that the investigators might have. We are not aiming to eradicate conflicts of interests – they are almost inevitable. We will not reject protocols simply because the authors have a conflict of interest, but we publish this declaration in case investigators have conflicts of interests or not.
All investigators MUST complete the following checklist:
	Potential Conflict of Interest
	Yes
	No
	Comment (if any by Investigator)

	Had any financial relationships/income from any company/organization including sponsor (if any) that might have an interest in the submitted research protocol in the previous 12 months or anticipated having in the next 12 months
	☐
	☐
	

	Got any support from any company/organization including sponsor (if any) for the submitted research protocol in the previous 12 months or anticipated getting in the next 12 months (e.g. Support for travel to meetings for the study, protocol preparation or other purposes)
	☐
	☐
	

	Having any relationships or activities that could appear to have influenced the submitted research protocol
	☐
	☐
	

	Any of your family/relatives had any financial or non-financial benefits from any company/organization including sponsor (if any) that might have an interest in the submitted research protocol in the previous 12 months or anticipated having in the next 12 months
	☐
	☐
	





Confidentiality Agreement
I, the undersigned, understand that I may have access to confidential information about the research, study sites and participants. As a condition of my assignment as Investigator, I shall abide by  policies, rules, regulations and all applicable Qatari laws governing Confidentiality of Information in an ethical, responsible and lawful manner.
I acknowledge, and agree to comply with the following:
1. Any identifying information about the participants are completely confidential. I will ensure that no Confidential Information will be used or disclosed in a way that an individual to whom it relates can be identified without the written authority.
2. I will not disclose, publish, or otherwise make known to unauthorized persons or to the public any information obtained in the course of this research project that could identify any individual who participated in the study and that may be revealed during the course of performing the research tasks.
3. I will access confidential information for the purposes of research through PHCC’s business health intelligence department or where approved by PHCC’s IRB using normal office procedures for obtaining the scope of information in written documents, computer files, or any other information. 
4. I will only access or use the minimum necessary information that I need to undertake research. 
5. I understand that I am not to access or read confidential information about study sites or participants, or any other confidential documents or materials, nor ask questions of study participants for my own personal information but only and solely for the purpose of performing my assigned duties on the research project.
6. No attempt will be made to contact any individual to whom the information relates, directly or indirectly beyond the approved scope of the research study.
7. I will not reveal my work credentials to anyone or post them in an accessible location without the express written permission of authorized personnel and I will not perform any task using other employee’s password. I understand that I am responsible if another individual accesses confidential information using my password and I am responsible for all entries made and all retrievals accessed under my password, even if it’s due to my intentional or negligent act.
8. I will lock my workstation when I am away from it in order to prevent access by other users. I will not leave any computer programs, documents, or data files related to the research study unattended.
9. I will keep all research information and documents, in any form or format (e.g. flash drives, notes, transcripts, data, etc.), confidential by not discussing or sharing such information with anyone other than authorized persons
10. I will ensure the security of research information in any form or format (e.g., disks, tapes, transcripts) while it is in my possession. This may include and not limited to the following:
i. Keeping all documents and/or data related to the research study on a password protected computer with password protected files.
ii. Keeping any printed documents and/or data related to the research study in a secure location such as a locked filing cabinet.
iii. All direct identifiers will be segregated/stripped from clinical data; a unique study identifier (i.e. a randomly generated or unique identifying number) will be assigned to each patient record; the Master list linking the ID with identifiable material will be stored in a separate computer file and/or physical location; the Master list will be locked, and password protected and encrypted if information is to be put on any portable device.
11. I will not disclose, or release, in whole or in part, in any manner; verbal, written, or electronic, to any other party, or on social media and the internet any confidential information of the research project, PHCC confidential data, and patients’ information, which I receive, gather or acquire while performing my duties and responsibilities as Investigator, without prior written approval from PHCC Research Committee.
12. I shall not reproduce or retain any copies of document, file or any data collected for the purpose of this project, including raw data, in any form or format (e.g., disks, tapes, transcripts), unless specifically instructed to do so by the principal investigator. 
13. Under no circumstances will I remove or delete physical or electronic documents or materials, or copies of documents from the premises of PHCC unless otherwise authorized.
14. Upon completing and/or termination of my employment or the conclusion of this Research Project, I will delete or return (as applicable) to the lead investigator any confidential information (research information/data, participants’ information and data) and any other items to PHCC. 
15. I shall promptly report any unauthorized release of research information, confidential information, or proprietary data or any known or suspected incidents to access, use or disclose Confidential Information, in violation of the Policy or in violation of the law, by any person without the authority to do so or when security violations have been observed or are feared or suspected.
16. I acknowledge that all rights are reserved by PHCC should I commit any breach of this agreement or be responsible direct, indirect or consequential damages resulting from any violation. This includes but not limited to taking all reasonable, disciplinary actions and legal proceedings to prevent or stop any violation, contravention or breach of this agreement and to assist each other in remedying any such unauthorized use or disclosure of the Confidential Information.
17. I agree and acknowledge that this Undertaking survives after the end of my employment with PHCC or the conclusion of my assignment in this Research Project for a minimum period of ten (10) years.


Declaration: 
a) I hereby acknowledge, by my signature below, that I must adhere to the ethical principles, policies, regulations and guidelines for research involving human subjects stipulated by the Health Research Governance Department in the Ministry of Public Health (MoPH) Qatar. I will protect the rights and welfare of human subjects involved in this research conducted under this Agreement.
b) I understand that any subject’s information to which I have access is considered confidential and my obligation to safeguard confidentiality continues during and after my termination of the project.
c) Under this Agreement I will report promptly to the Department of Clinical Research any proposed changes in the research application and any unanticipated problems involving risks to subjects or others.
d) I agree to comply with the PHCC Institutional Review Board requirements for amendments, continuing review, record keeping, and reporting. I will provide all information requested by the Department of Clinical Research in a timely fashion.
e) I certify that:
· I have read and fully understood this form
· the information that I have presented here is accurate and complete to the best of my knowledge.
· my signature below signifies my agreement to comply with the above terms
Name: 
Date: Click or tap to enter a date.
Signature:
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