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DOH Authorization to Conduct Research

 Application Form

Introduction
The Medical Research and Development (MRD) Division at the DOH is responsible for the regulation of health and life science research activities within the Emirate of Abu Dhabi. Entities who are conducting or wish to conduct research activities within Abu Dhabi must be a valid DOH-Approved Research Operator (ARO). Upon submission of all the required documents and completion of the authorization process with the MRD and the Abu Dhabi Health Research and Technology Committee (ADHRTC), the ARO will be issued an authorization letter that is valid for one year with continued review and reassessment by way of applying for renewal of the research authorization. It is the responsibility of the ARO to report any deviation from DOH-approved research activity(ies) and to maintain valid authorization by applying for renewal up to 1 month prior to the expiry date. If an ARO wishes to conduct research or provide research services that were not part of their initial (new) application for a Research Authorization, an amendment request for the authorization will be necessary.
	Instructions

Kindly fill the following checklist and form completely, accurately, and clearly and mark fields that are not applicable as “N/A”.  Please provide all the documents required as per the following checklist and as applicable to the type of proposed research activity. Once the application package is complete, kindly send it via email to medical.research@doh.gov.ae . Kindly note that the below is not an exhaustive list and additional information may be requested by the DOH and the ADHRTC including the conduct of a site assessment visit.

Application Validation Criteria:

· Mandatory documents as per the relevant research authorization checklist have been provided.

· The relevant application form has been correctly completed and submitted together with all supporting documents.

· All text is in English and the print is clearly legible.

· The application form has been signed, dated, and stamped on behalf of the applying facility.


Checklist
 Cover letter (CL) addressed to the ADHRTC that includes the list of submitted documents with dates and version numbers. The CL should be signed and dated by the facility’s medical director/ equivalent
 Completed, signed, and dated latest version of DOH Research Authorization Application Form
 Facility’s organizational chart

 List of valid policies and standard operating procedures as applicable and as outlined in the form

 Copy of facility’s valid trade/commercial license/registration/ facility license in the UAE

 Signed and dated copy of key research personnels’ CV(s)

 Proof of qualification to conduct proposed research type (Certificates, ICH-GCP, PHRP, etc..)

 Research Program details

 Informed consent policy / standard operating procedure

 Investigational medicinal product management procedures

 Medical/health records management procedures as applicable
 Data protection, security, and confidentiality policy and procedures

 Laboratory operating procedures, lab accreditation and certificate as applicable
 Equipment policy documents and operation manuals, as applicable

	A. General Information

	1. What are you applying for?

 New Research Authorization     

 Renewal of Research Authorization    

 Amendment to Research Authorization 

1.1 If renewal or amendment, kindly provide the number of the existing research authorization:

                            

	2. Facility Information

1.1 Name of Organization as per Trade License:      
1.2 Current Physical Address:      
1.3 Landline:      
1.4 Mobile:      
1.5 Email address:      
1.6 Website address:      

	3. Contact Person (All correspondence will be sent to this person)

1.7 Full Name:      
1.8 Landline:             
1.9 Mobile:      
1.10 Email address:      
1.11 Additional Email address:      

	4. Chief of Research Operations at your facility

1.12  Full Name:      
1.13 Landline:             
1.14 Mobile:      
1.15 Email address:      
Additional Email address:      

	5. Type of Facility

 Healthcare facility (please attach a copy of valid DOH Facility License and Valid Positive DOH Inspection report)

 Contract Research Organization (please attach copy of valid registration as CRO within the UAE)

 Site Management Organization (please attach copy of valid registration within the UAE)

 Biotech Company (please attach copy of valid registration within the UAE)

 Pharmaceutical Company (please attach copy of valid registration within the UAE)

 Medical Device Company (please attach copy of valid registration within the UAE)

 Educational Institution (please attach copy of valid license from UAE Ministry of Education)

      Other, please specify  (please attach copy of valid registration within the UAE)


	B. Assessment of Research Resources

	Regulatory Compliance: In the event that an Authorized Research Operator intends to use any of these resources outside its direct supervision/ jurisdiction, it will need to ensure that such facility(ies) comply with DOH regulations and study requirements.

	1. What type of research do you aim to conduct at your facility? If this is an amendment request, what type do you aim to add to your facility’s existing authorization?

1.1 Interventional human subject research     

        Phase 1 Clinical Trials

        Phase 2 Clinical Trials

        Phase 3 Clinical Trials

        Phase 4 Clinical Trials

             Other, please specify 
1.2 Non-interventional human subject research
        Descriptive studies (e.g. case reports, case series, cross-sectional)

        Research on existing data

        Research on existing human tissues

             Other, please specify 
1.3 Medical device research

        Phase 1 – Pilot/Early Feasibility/ First-in-human

        Phase 2 – Pivotal Study

        Phase 3 – Post -market Study 

             Other, please specify 


	2. Personnel Qualifications and Time Commitment (As attachments, please provide recent signed and dated CVS, valid training certifications relevant to the type of research to be conducted, valid copy of DOH license if applicable)
2.1 The facility will ensure that all personnel to be involved in research are qualified by:

· Education, training, experience for the proposed research; and 

· Completion of the required human subject training.

       No,  please explain:  Yes       
2.2 The facility will have sufficient number of Full Time Equivalent (FTE) personnel appropriate to the volume and type of research to be conducted

       No,  please explain:  Yes       


	3. Physical Space (As attachment, please provide copy of research space floor plan)
3.1 There is adequate space for conducting research appropriate to the planned activities

  N/A  No        Yes       
3.2 There is secure storage space for confidential research related material

  N/A  No        Yes       

	4. Equipment (As attachment, please provide copy of current policies/standard operating procedures, user manuals, and proof of personnel training on the equipment)
4.1 Policies, Standard Operating Procedures, and user manuals for all equipment available in the facility 
  N/A
  No        Yes       
4.2 Personnel/Training certification for use of specific equipment
  N/A  No        Yes       

	5. Pharmacy (As attachment, please provide copy of current policies/standard operating procedures, Pharmacy manuals, Quality Control and Quality assurance measures and proof of personnel training on these documents)

5.1 Policy for handling pharmaceutical products

  N/A  No        Yes       
5.2 Provisions to ensure secure and limited access as well as appropriate storage conditions for investigational products

  N/A  No        Yes       

	6. Laboratory (As attachment, please provide copy of valid accreditation in addition to current policies/standard operating procedures, Laboratory manuals, Quality Control and Quality assurance measures and proof of personnel training on these documents)

6.1 Laboratory Operating Procedures are available and up-to-date.

  N/A  No        Yes       
6.2 Accreditation and Certification are available and are in accordance with the type of research to be conducted.

  N/A  No        Yes       
6.3 Quality Control and Quality Assurance measures are available and are in accordance with the type of research to be conducted.

  N/A  No        Yes       


	7. If there are additional resources related to your proposed research activities, kindly list them below and provide the supporting documentation as attachments.

     


	C. Personal Health Data and Informed Consent

	As attachments, please provide copies of supportive documents including policies, standard operating procedures, secure server/software certificate, and training of personnel on these documents)


	1. A valid policy for health data and information protection in accordance with UAE and international guidelines is available and will be applied to all research studies conducted at the facility.

       N/A, please explain   No        Yes       


	2. Provisions to maintain confidentiality of identifiable data for all research related activities are available and will be applied to all research studies conducted at the facility.

       N/A, please explain   No        Yes       


	3. A valid policy for informed consent processes that ensures the accurate and comprehensive information delivery to potential participants regarding research activities is available and will be applied to all research studies conducted at the facility.

       N/A, please explain   No        Yes       


	4. Format of Patient/ Participant / Subject/ Biological Sample Records

       N/A, please explain   Paper-based        Electronic       


	5. Data access is limited for research-related information, specifically in Electronic Health Records (EHR) (for example Sponsor/CRO access is limited to research-related data as per the approved study protocol and not to the entire health record)
       N/A, please explain   No        Yes       



	D. Operations and Administration

	As attachments, please provide copies of supportive documents including policies, standard operating procedures, and training of personnel on these documents)


	1. There are established operating procedures relating to research billing:

       N/A, please explain   No        Yes       


	2. There are established operating procedures relating to research budgets:

              N/A, please explain   No        Yes       

	3. There are established operating procedures relating to research contract review and established signatories:

              N/A, please explain   No        Yes       


	E. Additional Comments

	Use this Comments space to add any relevant information you believe is necessary in order to fully consider your application. 

	     


	F. Signature

	By signing this application form, I certify that:
· The statements included in this application and any accompanying documents are accurate.

· I will adhere to the DOH regulations, rules, standards and policies as they apply and uphold the quality standards adopted by the Abu Dhabi Health Research and Technology Committee and maintain appropriate accreditation and participate in any on-site evaluations and/or Quality Improvement activities.

· I will promptly inform the DOH Medical Research and Development Division of any subsequent modification to the information and/or documentation that is set forth in this application or that may be pertinent to my emerging research plans. 

· I have read and understood each item in this application form.

· I understand that confidentiality standards are upheld by the DOH.

· I authorize DOH as applicable, to verify the accuracy of all information provided in this document.

· Any undertaking of a research activity without the prior authorization of the DOH ADHRTC may subject me and/or my facility to penalties as per the relevant DOH policies, regulations, and standards.

	Name:

Title (Medical Director or Equivalent):
	Signature:
	Facility Stamp



Please submit the completed application and associated documents to the email address below.


Medical Research and Development Division – DOH             Email: �HYPERLINK "mailto:medical.research@doh.gov.ae"�medical.research@doh.gov.ae�
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