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	ABBREVIATION:
	DEFINITION:

	CHC
	Community Health Centre

	DoH
	Department of Health

	HRKM
	Health Research & Knowledge Management

	HOD
	Head of Department

	KZN
	KwaZulu-Natal

	MOU
	Memorandum of Understanding

	NHRD
	National Health Research Database

	NHREC
	National Health Research Ethics Council 

	PHC
	Primary Healthcare Centre

	PHREC
	Provincial Health Research & Ethics Committee

	PI
	Principle Investigator

	REC
	Research Ethics Committee

	SA
	South Africa

	SAHPRA
	South African Health Products Regulatory Authority 

	SOP
	Standard Operating Procedure



[bookmark: _Toc201571889]

[bookmark: _Toc205298732]DEFINITIONS
	TERM:
	DEFINITION:

	Applicant                                              
	Refers to the person applying to conduct the research, and may be the:
· Principal Investigator
· Research Assistant/Administrator
· Research institution/organisation
· Higher education institution
· Pharmaceutical Company or their agent 

	Clinical trial
	A study in which participants are assigned to receive (or not receive) specific interventions (such as medicines, vaccines, medical devices, or lifestyle changes) so that researchers can see how these interventions affect health

	Community Based Study or Trial
	A study or clinical trial that takes place outside of a public health facility.  Provincial approval is only necessary if study participants are recruited from or referred to public health facilities at any stage before, during or after the study or trial.

	Ethics Committee                                
	A South African Research Ethics Committee that is accredited with the National Health Research Ethics Council (NHREC).

	Facility Based Study or Trial
	A study or clinical trial that takes place within a public health facility.  However, recruitment of participants may take place either within or outside of public health facilities.

	Funder                                                 

	The individual or entity funding the study.


	Gatekeeper Approval 

	Formal written permission from the Health Research and Knowledge Management (HRKM) unit of the KZN Department of Health, allowing researchers to access its facilities, staff, clients, or data for the purposes of conducting a specific research project.

	Public health facility                                      
	A health facility managed by the KwaZulu-Natal Department of Health.

	Health Research & Knowledge Management (HRKM) Unit
	The unit within the KZN DoH whose responsibilities are, in part, to manage the process of reviewing and approving research applications, and to provide the secretariat to the KwaZulu-Natal Department of Health’s Provincial Health Research and Ethics Committee (PHREC).  

	Department of Health Institutions 
	Refers to Head Office, Health Programmes, District Offices, and all the facilities (Hospitals, Community Health Centres (CHCs) and Primary Healthcare Centres (PHCs) etc) within the KwaZulu-Natal Department of Health.

	Letter of Support
	A signed permission letter (on an official letterhead) from the management team of a public health facility, district or provincial programme, providing access for researchers to conduct their studies within the KZN Department of Health.

	Observational study
	A study where scientists watch and record (through the collection of data) what happens to people without assigning specific interventions to selected groups

	Protocol Review

	The review of research proposals ensuring that they are scientifically sound and ethically justifiable. 

	Provincial Health Research & Ethics Committee
(PHREC)
	A body established in terms of the KwaZulu-Natal Health Act (Act No. 1 of 2009) and its Regulations.  It is tasked with, amongst others, co-ordinating the review and approval of health research applications.

	South African Health Products Regulatory Authority (SAHPRA)                                               
	A statutory body under the National Department of Health. It was established in terms of the Medicines and Related Substances Act, 1965 (Act 101 of 1965), as amended. It is responsible for regulating all health products (including drugs and medical devices) in South Africa. 

	Turnaround Time
	The total time taken to complete the review of research applications submitted for gatekeeper approval.




[bookmark: _Toc205298733]INTRODUCTION
1. [bookmark: _Toc205298734]PURPOSE
To provide a framework for research applicants on the processes and procedures for the submission of research proposals to the KwaZulu-Natal (KZN) Provincial Health Research and Ethics Committee (PHREC) of the Department of Health (DoH) for gatekeeper approval.
2. [bookmark: _Toc205298735]AIM
To coordinate research undertaken in the province by ensuring the efficient review of   research applications and the granting of gatekeeper approval to research applicants.  
3. [bookmark: _Toc205298736]Objectives
3.1. To provide strategic oversight of research being conducted at public health facilities in the province.
3.2. To ensure that public health services are not overburdened by research projects.
3.3. To ensure that all research has undergone relevant prior scientific and ethics review.
3.4. To ensure that the findings of studies conducted in the province are made available to local and provincial government officials.
4. [bookmark: _Toc205298737]SCOPE OF APPLICABILITY
These guidelines are applicable to all researchers including academics, researchers from dedicated research organisations, students, and Departmental staff, who are interested in conducting their research study(ies) at a public  health institution in KZN, or involving the clients or staff of the KZN Department of Health. The following types of research will require gatekeeper approval:
4.1 Research requiring recruitment of patients from or referral of patients to, public health facilities
4.2 Research with patients where the research occurs at public health facilities
4.3 Research with staff or managers at public health facilities or provincial or district offices
4.4 Research involving the records of patients at public health facilities, including data from the routine data systems of the KZN Department of Health. 
5. [bookmark: _Toc205298738]LEGISLATIVE FRAMEWORK
5.1. The South African Constitution (Act No. 108 of 1996)
5.2. The South African National Health Research Policy (2001) 
5.3. The National Health Act (Act No. 61 of 2003) 
5.4. KwaZulu-Natal Department of Health Act (Act No. 01 of 2009)
5.5. Protection of Personal Information Act, No. 4 of 2013
5.6. South African Good Clinical Practice (GCP) Clinical Trial Guidelines, 3rd ed. (2020) 
5.7. Guidelines for Provincial Health Research Committees in South Africa (2023)
5.8. South African Ethics in Health Research Guidelines - Principles, Processes and Structures, 3rd ed. (2024)
6. [bookmark: _Toc205298739]BACKGROUND
Health research refers to the systematic investigation of health factors, disease, non-health related factors and healthcare systems which aims to improve the health of humans. Various aspects of health are studied to develop new knowledge and strategies for prevention, diagnosis, and treatment. Research helps to develop evidence-based interventions and best practices, contributing to the improvement of health systems by informing policies.  This is widely known as “evidence-based decision making” (Haynes, 2018). 
Africa contributes to 2% of the global production of health research even though it suffers from 25% of the global burden of disease {Kasprowicz, 2020 #1}.  Health research in South Africa is critical for improving service delivery, informing policy, and addressing the country's unique health challenges.  South Africa provides a fertile landscape for health research due to its diverse and advanced health care system, established research infrastructure, skills, and expertise. The country is also characterised by a high burden of communicable and non-communicable diseases, including those associated with poverty and under-development. These create the need for a broad spectrum of health and health-related research {National Health Research Ethics Council (NHREC), 2024 #2}.
It is crucial that the rights of the South African population, who are subjects of health research, are upheld and that they are treated with fairness and respect by the research community.  Hence, it is essential that all research conducted in the country is in accordance with the highest ethical norms and standards {National Health Research Ethics Council (NHREC), 2024 #2}.
The South African Government recognises the role of research through various Acts such as the National Health Act (61 of 2003), policies such as the Health Research Policy (2001), and through the establishment of bodies such as the National Health Research Committee (NHRC) and the National Health Research Ethics Council (NHREC).  
The Health Research Policy in South Africa (2001) identified Provincial Health Research Committees (PHRCs) as an important mechanism for coordinating health research and facilitating the efficient utilization of limited research resources. The National Health Act (Act No. 61 of 2003) establishes that Provincial Health Research Committees (PHRCs) should manage the coordination of research at public health facilities in provinces. This co-ordination is essential to ensure that the environment is safe and conducive for research, and helps to direct the use of  limited resources for the greatest impact on the health of all South Africans.  All applications for review by PHRCs, including facility-based and community-based studies, must be processed through the National Health Research Database (NHRD), which facilitates the regulation and co-ordination of research in South Africa {National Health Research Ethics Council (NHREC), 2024 #2}.


7. [bookmark: _Toc205298740]ROLE AND RESPONSIBILITIES
	ROLES AND RESPONSIBILITIES

	7.1. The Researcher/ Principal Investigator

	7.1.1. Develops the research protocol for their research study, including the data collection tools and informed consent forms, if applicable. 
7.1.2. Engages with sites and institutions on the development of the research proposal and obtains their input, where relevant.
7.1.3. Ensures that the protocol is scientifically sound and, if for academic purposes, receives approval from the relevant academic institution.
7.1.4. Ensures that the protocol receives ethical clearance from a South African ethics committee (REC) which is accredited by the NHREC.  (Local (South African) REC clearance is necessary even if the study is an international study).
7.1.5. Ensures that the study has the necessary resources for completion, and does not use the resources of the KZN Department of Health for their research, unless prior approval has been given for this in writing by the relevant Departmental manager. 
7.1.6. Obtains a letter support from the relevant facility/district/provincial management team for site permission.
7.1.7. In the case of a clinical trial, applies for SAHPRA approval, registers the clinical trial on the National Clinical Trial Register (SANCTR), obtains Insurance/Liability cover, obtains a dispensing licence, and completes the clinical trial application form and clinical trial checklist.
7.1.8. Registers and applies for gatekeeper approval on the National Health Research Database (NHRD).
7.1.9. Uploads necessary documents required for gatekeeper approval. 
7.1.10. Regularly checks their NHRD application for feedback from reviewers regarding the status of their application for gatekeeper approval.
7.1.11. Provides any outstanding information/documentation required by the reviewer of their application.
7.1.12. Downloads the PHREC approval letter from the NHRD.
7.1.13. Makes arrangements with sites and institutions regarding data collection.
7.1.14. In the case of clinical trials, ensures that trial participants are managed properly and monitored for adverse events. 
7.1.15. In the case of clinical trials, ensures proper handover of trial participants to Department of Health facilities after study completion (where appropriate) and arranges post-trial access to intervention drugs, where possible.
7.1.1. Develops a report/dissertation/thesis/publication.
7.1.2. Disseminates the completed report to the health facilities, districts, and programmes relevant to their study, as well as to the Health Research and Knowledge Management Unit.
7.1.3. Concludes their study application on the NHRD.


	7.2. The Health Research and Knowledge Management (HRKM) Unit    

	7.2.1. Coordinates applications for gatekeeper approval in the KwaZulu-Department of Health.
7.2.2. Ensures that all administrative aspects of research applications have been complied with.
7.2.3. Receives research applications on the NHRD.
7.2.4. Reviews research applications submitted onto the NHRD. 
7.2.5. Distributes the protocol for internal (Departmental) review and seeks input before further processing, if applicable. 
7.2.6. Receives input from internal reviewer.
7.2.7. Provides timely (within two weeks of receipt of the application) and relevant feedback to researchers on their applications.  
7.2.8. Communicates timeously with the researcher on any matters relating to the application
7.2.9.   Prepares a submission with all the required documents for the approval, and makes recommendations to the Chairperson of the Provincial Research and Ethics Committee (PHREC) for gatekeeper approval for observational studies
7.2.1. Prepares a submission with all the required documents for the approval, and makes recommendations to the Head of Department (HOD), through the Chairperson of PHREC, for gatekeeper approval for clinical trials.
7.2.2. Informs the applicant of the outcome of the application by changing the status of the application on the NHRD.
7.2.3. Uploads the gatekeeper approval letter on the researcher’s NHRD application.
7.2.4. Acts as liaison between applicants and PHREC and/or the KZN DoH.
7.2.5. Receives progress reports and completed research reports from researchers.
7.2.6. Disseminates research reports to the relevant Program Managers, institutional managers within the KZN DOH, and places the report on the Department’s internal webpage (intranet), provided permission has been granted by the Researcher. 
7.2.7. Compiles reports on research and other activities for PHREC and Departmental Managers.
7.2.8. Organises annual Research Days, quarterly Research Seminars, and ad hoc meetings for the presentation and discussion of research findings between researchers and Departmental staff

	7.3. Facility/ District/ Programme Managers 

	7.3.1. Directs researchers to the appropriate person designated with providing site permission at the institution.
7.3.2. Reviews the feasibility, viability and appropriateness of the planned study at their site.
7.3.3. Does not repeat a scientific and ethical review of the study.
7.3.4. Engages with the researcher for clarity, and further information on the proposed study where required.
7.3.5. If it is feasible to host the study, provides a Letter of Support to researchers confirming site permission within a reasonable (one month) timeframe.
7.3.6. If not feasible to host the study, provides the researcher with written reasons why this is the case, within a reasonable (one month) time frame.    
7.3.7. Engages with researchers on the study findings when feedback is given.


	7.4. Provincial Health Research and Ethics Committee (PHREC)    

	7.4.1. Oversees the approval process for applications for research to be conducted at public health facilities in the province, or involving the data, clients or staff of the KZN Department of Health.
7.4.2. Liaises between researchers and Departmental staff when required
7.4.3. Provides provincial gatekeeper approval when application requirements have been met, through the Committee Chairperson.
7.4.4. Leads the process of setting health research priorities for the provincial Department of Health
7.4.5. Leads processes for the feedback of research results to Departmental staff

	7.4.6. Pharmaceutical Services

	7.5.1. Conducts a technical evaluation of a clinical trial application and submit recommendations to the Health Research and Knowledge Management Unit for further processing.

	7.4.7. Clinical Program Managers and Departmental Clinicians

	Where relevant, conduct a technical evaluation of a Clinical Trial application and submit recommendations to Health Research and Knowledge Management for further processing.

	7.4.8. Research Ethics Committee (RECs) which are accredited with the National Health Research Ethics Council (NHREC)

	7.5.1. Ensure that the rights, safety and wellbeing of study participants are protected.
7.5.2. Review the ethical and scientific rigor of the research application.
7.5.3. Provide feedback to the researcher on the research application.
7.5.4. Where appropriate, provide either full ethical clearance to the research applicant or provisional clearance subject to proposed amendments. 



8. [bookmark: _Toc205298741]THE APPLICATION PROCESS FOR GATEKEEPER APPROVAL
 All research applications for gatekeeper approval (including observational studies and clinical trials) are required to be submitted ONLINE on the National Health Research Database (NHRD) system by visiting the website: https://nhrd.health.gov.za.  Electronic applications via e-mail are no longer accepted.  
The NHRD is a web-based research management application tool managed by the National Department of Health.   It is a uniform system to coordinate and manage research applications to conduct studies at public health facilities as prescribed by the National Health Act (61 of 2003).  The NHRD is a system that facilitates the research application process, making it faster and more efficient (Health Systems Trust, 2014). 
Research applicants will need to register on the site to log in.  Once registered, the research applicant will need to complete the fields on the webpage, upload the necessary documents and submit their application for the HRKM unit to review and process for approval from PHREC.  Applicants on the NHRD system may include the principal investigator, the research assistant or the administrator of the study.
For further, detailed instructions, applicants may access the NHRD manual found on the HRKM webpage: https://www2.kznhealth.gov.za/research/Researcher-Manual-PHRC-2017.pdf  
Figure 1 provides an overview of the overall application process.
[image: ]  
Figure 1. Overview of the application process for gatekeeper approval for research at the KwaZulu-Natal Department of Health.



1. [bookmark: _Toc205298742]submission of RESEARCH applications FOR OBSERVATIONAL STUDIES
[bookmark: _Toc205298743]STEPS IN APPLYING ON THE NHRD SYSTEM
1. Register on the site with a username and password.
2. Select one of the options when logging in: “Submit New Proposal”, “Manage Proposals”, etc.
3. Ensure that you choose the option “Request Access to a Provincial Facility” and choose: “KwaZulu-Natal Provincial Health Research Committee”.
4. For processing and approval of research applications of observational studies for gatekeeper approval, the following fields are required during the NHRD application process 
	SECTION:
	FIELD:

	1.1 Researchers:

	1.1.1 Primary Investigator and Researcher Details
	Title, name and qualifications of the Researcher(s), as well as the name and address of the Institution or Organisation that are represented.  Telephonic, mobile, fax and e-mail contact details of the Principal Investigator (PI) must also be included.

	1.1.2 Additional Researchers
	Names of additional researchers can be added.

	7.1. Title, Field of Study, Aims & Objectives

	7.1.1. Title
	Title of the proposal describing what is being studied, in whom, where, and when.

	7.1.2. Type of Study
	Indicate if the study is Academic or non-academic.

	
7.1.3. Health Category

	Classify the research area according to health categories in the drop down list.  Multiple options can be selected by checking the checkbox.
Ensure that the first choice is the most relevant to your study

	7.1.4. Aim and Objectives

	Clear and concise statement of the overall purpose of the research.

	7.2. Province & Facilities

	7.2.1. Province
	Select the KwaZulu-Natal Province 

	7.2.2. Facilities
	Facilities at which the study will be conducted at (Provincial Office/District Office/Hospital/Clinic).

	7.3. Research Activity & Study Design

	7.3.1. Data Collection Methods and Tools       
	Specify data collection methods and instruments that will be used (if applicable) from the drop down list.  Multiple selections can be made.

	7.3.2. Research Activity
	Select a single research activity that describes your study.

	7.3.3. Study Design

	Answer the questions on the page in order for the appropriate categorisation of your study design.

	7.3.4. Position Interview Requests
	Indicate if you require to interview a specific person within the Department of Health.

	7.4. Sample/Field Work Strategy 

	7.4.1. Sample
	Specify sampling strategy and sample size.

	7.4.2. Request for usage of Department of Health Data/Information
	Indicate if request for DHIS data is required

	7.4.3. Specify the request
	Type of data required for use in the research study.

	7.5. Project Time Frame      

	7.5.1. Project Start Date
	Indicate the anticipated start date

	7.5.2. Estimated Project End Date
	Indicate the anticipated end date

	7.6. Ethics Time Frame

	7.6.1. Ethics Approval  

	Indicate which institution is providing ethical approval.  PHREC accepts provisional ethical approval.  

	7.6.2. Ethics Approval Number
	Provide the ethics reference number 

	7.6.3. Date of Ethical Approval
	Dates of ethical approval start date and end date

	7.6.4. If clinical trial, MCC (SAHPRA) Approved 
	Since this is not a clinical trial, no SAHPRA approval is required

	7.6.5. National Clinical Trial Registry Number
	Since this is not a clinical trial, no National Clinical Registry Number is required

	7.7. Funding Source & Budget

	7.7.1. Funding Source
	Please select the type of donor(s) providing financial support or whether the Researcher(s), Company, Institution or Organisation will be financing the research

	7.7.2. Budget 
	Indicate the amount 

	7.8. Additional Facility Requirements

	7.8.1. Additional Facility Requirements
	Indicate whether you have additional requirements at facilities, implications and the impact

	THE NEXT STEP IN THE RESEARCH APPLICATION PROCESS IS TO UPLOAD THE NECESSARY DOCUMENTATION
REQUIRED FOR THE APPROVAL OF THE RESEARCH STUDY
BY THE PHREC

	7.9. Uploading of Required Documents for Gatekeeper Approval

	For observational study research applications to be reviewed efficiently, applicants are required to upload on their research application on the NHRD system the following REQUIRED documents:
7.10.1. Research Proposal – including the Data Collection Tools (Info Sheets, Consent Forms, Questionnaire, etc.)
7.10.2. Letter(s) of Support – Site access permission letter indicating that the institution is willing to accommodate your study once all the necessary approvals have been endorsed.  Refer to Point 8.
7.10.3. Ethical Clearance Letter - 
7.10.4. The National Health Act (section 72(1)) requires that protocols involving human participants must undergo independent ethics review before the research commences. Proof of ethical clearance (full/provisional) from an Ethics Committee that is accredited with the National Health Research Ethics Council (NHREC). International studies must be approved by both a local South African REC accredited with NHREC and an international REC.
These documents can be uploaded by selecting the relevant file on your computer.
You will not be able to submit your application until the supporting documentation requirements have been met.
To upload a document, click on the “Add Document” button.

	7.10. Review & Submit

	· Review your application before proceeding to ensuring that the information is complete and accurate.
· If you are satisfied that all information is complete, you can choose the “yes” option to submit your application.
· You will receive an email confirming details regarding your submission.
· You will receive a KZ reference number, e.g.. KZ_YYYY_MM_00
· This reference number should be quoted when querying your application.
· Please refer to section 7 below for more information.



8 [bookmark: _Toc205298744]Letters of Support FROM RESEARCH STUDY SITES FOR SITE ACCESS PERMISSION
Site permission to access an institution is integral to the research process in South Africa, balancing the needs of researchers with the operational concerns of institutions.
Researchers are encouraged to involve and collaborate with management at study sites at an early stage and in a sustained manner, for the duration of the study, to enhance the scientific and ethical quality of a study.  Researchers are required to obtain a letter of support from the Facility Manager and/or District Manager for their research to be conducted at the relevant facility PRIOR to online submission of the research application for gatekeeper approval to PHREC. 
Depending on the number of study sites for a research study, letters of support from Facility Managers/District Managers/Head Office/Programme Manager should be obtained.  The below table is a guide for accessing letters of support for site permission.



8.1. GUIDE FOR OBTAINING LETTERS OF SUPPORT FOR SITE PERMISSION
	
	RESEARCH TO BE CONDUCTED AT
	SITE PERMISSION FROM:

	8.1.1. 
	Less than 4 facilities in one district 
	Each individual Facility Manager
(either the CEO or a designated Senior Manager for a hospital and the Clinical/Operational Manager at clinics)

	8.1.2. 
	Four or more facilities in one district 
	District Director of the District

	8.1.3. 
	Three or fewer districts
	Each individual District Director

	8.1.4. 
	Four or more districts 
	Provincial Programme Manager at Head Office

	8.1.5. 
	Provincial Head Office
	Provincial Programme Manager/ Designated Senior Manager



8.2. Contact details for Facility Managers can be accessed on the KZN Department of Health webpage: https://www.kznhealth.gov.za/health-facilities/ 
8.3. Contact details for District Managers can be accessed on the KZN Department of Health webpage: https://www.kznhealth.gov.za/health-district/ 
8.4. Contact details for the Senior Management Team at Head Office can be accessed on the KZN Department of Health webpage: https://www.kznhealth.gov.za/senior-management-team/ 
8.5. Research applicants should contact Facility Managers and District Managers directly for site access permission and should engage with the relevant manager regarding the institution’s requirements for obtaining site access permission.
8.6. Researchers should submit to the Facility/District Manager a letter or email requesting site permission, which should detail their planned study period, data collection methods, study participants, required space, the potential benefits and relevance of the study to the Institution, and feedback mechanisms for the dissemination of study results. They should include in this communication the final research proposal, provisional/final ethics approval letter, patient information sheet, consent form, data collection tools and any other relevant documents such as proof from the relevant academic institution pertaining to their research study. 
8.7. Once gatekeeper approval from PHREC has been granted, arrangements with the relevant Facility/ District should be made prior to commencing the study.
8.8. For large scale implementation research, (which is research that will be conducted extensively in an entire District or more than one District), the researcher should seek support from the District Manager and the relevant Head Office Programme Manager.  This is to ensure that the intended research is aligned to the needs and strategic direction of the Department, the respective institutional catchment population, as well as to ensure that the relevant factors for scale up have been considered. The letter of support from the District Manager(s) and Provincial Programme Manager(s) must be submitted with the online PHREC application.  For such large-scale projects, please ensure that this engagement is conducted before applications for funding are made. 


USAGE OF DISTRICT HEALTH INFORMATION SYSTEM (DHIS) DATA
If the research will include the use of data from the District Health Information System (DHIS), the following process should be followed to gain access to the data:
9.1. Procedure outlined above in points 6 & 7.
9.2. In this case, the Letter of Support will be the “Data User Agreement form” that is signed by Director of the Data Management and Geographical Information Services Unit of the Department of Health.
9.3. The researcher may obtain the form by emailing: Data.Management@kznhealth.gov.za 
9.4. The signed form should be uploaded to the NHRD as part of the online application.
9.5. Once the PI receives approval from the KZN PHREC, the approval letter and the signed Data User Agreement form should be submitted to the Director: Data Management, at which point the required data will be extracted and released.
THE REVIEW PROCESS and approval process
10.1. PHREC will only receive the application with the required documents once the NHRD application has been successfully submitted.
10.2. The research proposal is allocated to one of the Deputy Directors of the Health Research and Knowledge Management Unit.
10.3. The proposal is reviewed in the presence of the required documentation by the assigned Deputy Director.
10.4. The reviewer of the NHRD application will provide feedback on the status of the application or queries on the application to the applicant via the “Comments” facility of the NHRD.
10.5. The applicant can respond to reviewer on the Comments” facility of the NHRD.
10.6. The applicant should also indicate any changes to the application or submission of further documentation on the Comments” facility of the NHRD.
10.7. Once all the requirements of the review process have been met, the application is recommended for approval by the reviewer and submitted to the PHREC Chairperson. 
10.8. The PHREC Chairperson approves the research and the status of the NHRD application will be changed to “approved” and the gatekeeper approval letter will be uploaded on the NHRD website.  Applicants are advised to keep checking the status of their application by logging onto the NHRD website.   
10.9. The applicant will receive an automatic email notification once the study has been granted approval.
10.10. The applicant will be required to login with his/her username and password onto the NHRD website to download the study approval letter.
10.11. The applicant/principal investigator is then required to make the necessary arrangements with the relevant Health Facilities before commencing the study.
10.12. The review process for observational studies takes approximately three weeks after receipt of the application via the NHRD, in the presence of the required documents (refer to point 7.10).
10.13. If the study is not approved, the Principal Investigator will be informed with the reasons for non-approval via “Comments” on the NHRD website.   
10.14. Appeals against the non-approval of studies can be directed to the Chairperson of the PHREC Committee. 
INTERIM PROGRESS REPORTS AND FINAL REPORT
10.15. Researchers are required to provide feedback to the KZN Department of Health once the research study has been completed by providing an electronic report.
10.16. The report can be in the form of a summary of results, dissertation, thesis or publication.
10.17. The report can be e-mailed to the HRKM unit: hrkm@kznhealth.gov.za and the Principal Investigator should indicate if permission is granted to HRKM to distribute the report to the relevant Program managers, place it on Department’s webpage and the abstract can be included in the Department’s monthly Research Bulletin which is circulated throughout the Department.
10.18. If the duration of the research is longer than a year, interim progress reports should be submitted to Health Research & Knowledge Management followed by the final research report once the research has been completed.  
10.19. The completed report should also be uploaded on the NHRD application and applicants should ensure that their study application is “concluded” on the NHRD system.  Applicants must then notify HRKM that the final report has been uploaded online by posting a comment on NHRD. 
10.20. The Department of Health requests all researchers to present their research results and recommendations to Departmental stakeholders including provincial, district and facility managers, Health Research & Knowledge Management and staff at the sites where the study was conducted, in order to add value to health care services.  
10.21. The Health Research & Knowledge Management Unit may facilitate the feedback of results to stakeholders within the Department, when required.
HRKM CONTACT DETAILS
Postal Address:
Health Research & Knowledge Management
Private Bag X9051
Pietermaritzburg, 3200
Physical Address:
Department of Health: KZN
Health Research & Knowledge Management
Natalia Building 10 - 102 South Tower
330 Langalibalele Street
Pietermaritzburg, 3201
E-mail Address: hrkm@kznhealth.gov.za


AMENDMENTS TO RESEARCH APPLICATIONS OF OBSERVATIONAL STUDIES
If there are any amendments on the study for example, change of method, site et cetera, the researcher must obtain ethics clearance for the amendment and site access permission with a letter of support, if applicable, prior to notifying HRKM.  Notification can be made via e-mail and through the “Comments” facility on the NHRD. Approval of amendments to the NHRD application have a turnaround time of 1 week provided the necessary documents have been submitted online.  The documents required for the amendment of the study are:
13.1. Revised protocol 
13.2. Ethics clearance letter for the amendment
13.3. Letter of support if a new site is added to the study.
All documents must bear the word ‘amendment’ and the number or version of the amendment.
ADDITIONAL NOTES ON RESEARCH APPLICATIONS ON THE NHRD SYSTEM
9.3. Please ensure that details entered on the NHRD are as accurate as possible.
9.4. Update and save your proposal and Click “Next”.
9.5. [bookmark: _Hlk149301014]Ensure that a minimum of three documents are uploaded with your application for an observational study (proposal, ethics clearance letter, letter of support from study site).
9.6. Ensure all files are correctly named when uploading.  
9.7. If you select “Request access to NDOH”, KZN PHREC will NOT receive your application.
9.8. The “KZ” reference number indicates that it has been submitted to the KZN PHREC.  
9.9. Uploaded documents must be 4MB or less.
9.10. [bookmark: _Hlk149301043]Once you have submitted your application, regularly check your status or comments made by reviewers on the NHRD.
9.11. For all technical queries regarding the NHRD system, please e-mail nhrd@health.gov.za.
9.12. For information on how to submit your application onto the NHRD website, please view the “Researcher Manual”: https://nhrd.health.gov.za/Downloads/Researcher%20Manual.pdf  


[bookmark: _Toc205298745]SUBMISSION OF RESEARCH APPLICATIONS FOR CLINICAL TRIAL sTUDIES (FACILITY AND COMMUNITY BASED)
[bookmark: _Toc205298746]STEPS IN APPLYING ON THE NHRD SYSTEM
Research applications for clinical trial studies including facility based and community-based trials will follow a similar procedure outlined in Part A.  This section outlines the differences in the processing of clinical trial applications, which relate to:
7.4.1. The completion of the required fields of the application on the NHRD system, i.e., SAHPRA approval status, the National Clinical Trial Registry number, etc.
7.4.2. The letter of support for site access permission.
7.4.3. Required documents that are necessary for HRKM review and PHREC approval.
7.4.4. The review and approval process.
REQUIRED FIELDS FOR RESEARCH APPLICATIONS on the nhrd system

	SECTION:
	FIELD:

	5.7.1. If clinical trial - SAHPRA Approval
	Since this is a clinical trial, indicate if SAHPRA approval has been provided.

	5.7.2. National Clinical Trial Registry Number
	Since this is a clinical trial, supply the National Clinical Registry Number.

	Uploading of Required Documents for Gatekeeper Approval

	For clinical trial research applications to be reviewed efficiently, applicants are required to upload on their research application on the NHRD system the following seven REQUIRED documents:
7.10.5. Research Proposal – including the Data Collection Tools (Info Sheets, Consent Forms, Questionnaire, etc.)
7.10.6. Letter(s) of Support – Site access permission letter indicating that the institution is willing to accommodate your study once all the necessary approvals have been endorsed.  
7.10.7. Ethical Clearance Letter - 
The National Health Act (section 72(1)) requires that protocols must undergo independent ethics review before commencement. Proof of ethical clearance (full/provisional) from an Ethics Committee that is accredited with the National Health Research Ethics Council (NHREC). International studies must be approved by both a local South African REC accredited with NHREC and an international REC.
7.4.5. Clinical Trial Application Form –
Application form that indicates clinical trial details that are necessary for Departmental review. Available from (http://www.kznhealth.gov.za/research/clinical-trial-application-2020.pdf ).
7.4.6. Proof of Insurance –
This is liability insurance for the clinical trial indicating comprehensive insurance cover for any liability claim against any unforeseen adverse events during the conduct of a clinical trial. 
7.4.7. Dispensing License or Pharmacy Registration – 
This license is separate from a pharmacy registration and is specifically for professionals like doctors and nurses who are assigned to dispense medication to participants in a clinical trial. 
7.4.8. SAPHRA Approval – 
Regulatory approval of the clinical trial.  The name of the Principal Investigator must appear on this document.
7.4.9. Checklist for Trial Applications –
A checklist designed for clinical trial applicants to ensure the expedient review of the application.  Available from (http://www.kznhealth.gov.za/research/KZN-checklist-for-clinical-trial-applications-August2017.pdf ).

These documents can be uploaded by selecting the relevant file on your computer.
You will not be able to submit your application until the supporting documentation requirements have been met.
· To upload a document onto the NHRD, click on the “Add Document” button.




[bookmark: _Toc205298747]letter of support FROM RESEARCH STUDY SITES FOR SITE ACCESS PERMISSION
Facility Based Trials
Support from the Hospital Manager(s) of institution(s) where the trial will be conducted is required.  Only the Hospital CEO is authorised to give permission to conduct the trial unless the CEO has delegated their authority.  The Hospital CEO must write a letter confirming the person as his/her delegate.  Institutions reserve the right to conduct their own technical evaluation of the trial before support is given for the trial to be conducted in their institution.  
Community Based Trials
Support is required from the relevant health authority (Provincial/Municipal).  This is in the case of participants being recruited from or referred to provincial health facilities at any stage before, during or after the trial. 
SUPPLY AND COST OF TESTING MATERIALS DURING THE CONDUCT OF A CLINICAL TRIAL
The applicant or company undertaking a trial must do so at no expense to the KwaZulu-Natal Department of Health, unless otherwise agreed in writing with the responsible manager. If the trial is taking place within a public health facility, the Department may bear the costs of the standard of care management (including treatment and diagnosis) of the patient, but this must be agreed in writing with the responsible manager prior to the commencement of the trial. In the absence of such an agreement, the company/ firm/ organisation must:
8.1 Supply all test materials or other material that may be used for the trial, and bear the costs of these.  
8.2 If additional investigations over and above the standard of care are required, the company/ firm/ organisation must be responsible for paying the costs of these. If the laboratory investigations are not done privately, the applicant, investigator, and Head of Laboratory Services in the KZN Department of Health must reach agreement regarding payment of the costs involved.
8.3 Should Department of Health resources be used during the conduct of the trial without the required agreements, the principal investigator will be required to calculate the costs of these resources with the assistance of the Finance component of the KZN DOH, and reimburse the Department of Health in full. These include the payment of costs rental occupation, electricity, water, telephone, internet access, as well as for out-patient visits, in-patient costs where the patient may be admitted, diagnostic procedures such as x-rays, scans, etc., and treatment costs. 
8.4 Specific costs for each trial must be calculated and negotiated prior to the commencement of the trial.
8.5 A full-time employee of the KZN Department of Health may NOT receive any remuneration for conducting or assisting with the conduct of any trial. Any gifts or support received by such employees by the funders or organisers of a trial must be declared to the Department in accordance with Departmental policy. 
8.6 If a full-time employee of the KZN Department of Health is conducting or assisting with a clinical trial, the Hospital CEO must declare in the Clinical Trial Application form that s/he approves this.  
8.7 If funding or equipment is to be donated to the institution, the necessary written approval to accept such donation must be obtained by the Hospital in accordance with Departmental policy.
[bookmark: _Hlk149312749][bookmark: _Hlk149313199]STANDARD OF CARE AND ADDITIONAL INFORMATION
9.1. The plan of action for providing the Standard of Care for clinical trials participants should be outlined in Section 5 of the Clinical Trial Application Form and/or in a memorandum of agreement (MOA) between the Department and the individual researcher/ research organisation.
9.2. If a participant requires the standard of care from a Department of Health (DoH) facility for any other health related matter that was discovered during the clinical trial and is not related to the condition under investigation, the trialist may refer the participant to the nearest appropriate DoH facility for further treatment.
LEGISLATION, LIABILITY AND INSURANCE
10.1 In accordance with the National Health Act, 2003, and the South African Good Clinical Practice Guidelines, the KwaZulu-Natal Department of Health shall bear no liability whatsoever for any injury, illness, loss, or damages suffered by any research participant, investigator, sponsor representative, or other third party arising from or associated with the conduct of a clinical trial or any related procedures within any facility under the jurisdiction of the Department.
10.2 The Principal Investigator, Sponsor, and/or Funding Institution shall ensure that appropriate clinical trial insurance is obtained and maintained throughout the duration of the study. Such insurance shall provide comprehensive cover for:
· Bodily injury or death of participants arising from trial-related procedures;
· Harm or injury to researchers, trial staff, or third parties in connection with the conduct of the trial; and
· Any adverse events or unforeseen incidents related to the intervention under investigation.
10.3 The Department reserves the right to review and approve evidence of insurance coverage prior to authorising trial commencement. All parties involved shall indemnify and hold harmless the Department, its employees, and affiliated entities from and against any claim, liability, action, or proceeding arising out of the conduct of the trial.
10.4 The trial shall be conducted in full compliance with the provisions of the Protection of Personal Information Act, 2013 (POPIA), ensuring the confidentiality, integrity, and lawful processing of personal health information of all participants.
THE REVIEW AND APPROVAL PROCESS
The processes for the review of a clinical trial are the same as for an observational study (as outlined above) however, the following additional steps are included. 
10.1. Once the trial is reviewed by the Health Research & Knowledge Management Unit, it is subjected to technical review by two other reviewers in the Department. 
10.2. The reviewers assigned are: the Department’s Pharmaceutical Services, and the relevant clinician or Clinical Programme Manager.  Reviewers external to the Department may also be asked to provide technical assessments where necessary.
10.3. Researchers should provide information on community engagement during the protocol process as well as during the conduct of the clinical trial.
10.4. Reviewers will submit their evaluation form to the Health Research and Knowledge Management Unit within six weeks of receipt of the evaluation request from the Health Research and Knowledge Management Unit.
10.5. If additional information or documentation is required for the technical evaluation, the Health Research and Knowledge Management Unit will contact the applicant and request the required information.
10.6. If any concerns are raised during the review process, the applicant will be requested to address these either via e-mail, or in a face-to-face meeting with the relevant reviewer. 
10.7. Once the various reviewers have made their recommendations regarding the trial, the Health Research & Knowledge Management will submit the application and their submission to the Chairperson of the Provincial Health Research and Ethics Committee for approval. 
10.8. [bookmark: _Hlk149313422]Final approval for the trial study will be given by the Head of Health, KwaZulu-Natal Department of Health provided full ethical clearance has been granted. 
10.9. If the Head of Health approves the research, a letter of approval will be sent to the Principal Investigator via the NHRD website. Applicants are advised to keep checking the status of their application by logging onto the NHRD website. 
10.10. The Principal Investigator will receive an automatic email notification once your study has been granted approval.
10.11. The Principal Investigator is then required to make the necessary arrangements with the relevant Health Facilities before commencing the study.
10.12. For clinical trials, the approval process takes approximately three months after receipt of the required documents.  
10.13.  The Departmental review of a clinical trial may take place concurrently with the ethical review process and the SAHPRA approval process. 
10.14. If the study is not approved, the Principal Investigator will be informed with the reasons for non-approval via the “Comments” section on the NHRD website.   
10.15. The Applicant may appeal in writing to the Chairperson of the PHREC to review the non-approval of the trial.
10.16. Should it be deemed necessary to stop the trial, the Applicant must comply with all procedures as required by the approving ethics committee, as well as inform the facility or district management and the Chairperson of PHREC in writing within two weeks of stopping the trial, giving the reasons for doing so. 



INTERIM PROGRESS REPORTS AND FINAL REPORT
11.1. [bookmark: _Hlk149313050]Researchers are required to provide feedback to the KZN Department of Health once the research study has been completed by providing an electronic report.
11.2. The report can be in the form of a summary of results, dissertation, thesis or publication.
11.3. The report can be e-mailed to the HRKM unit: hrkm@kznhealth.gov.za and the Principal Investigator should indicate if permission is granted to HRKM to distribute the report to the relevant Program managers, place it on Department’s webpage and whether the abstract can be included in the Department’s monthly Research Bulletin which is circulated throughout the Department.
11.4. If the duration of the research is longer than a year, interim progress reports should be submitted annually to Health Research & Knowledge Management followed by the final research report once the research has been completed.  
11.5. The completed report should also be uploaded on the NHRD webpage and applicants should ensure that their study application is “concluded” on the NHRD system.  Applicants must then notify HRKM that the final report has been uploaded online by posting a comment on NHRD. 
11.6. Researchers should also present their research results and recommendations to Departmental stakeholders including programme, district and facility managers where the study was conducted in order to add value to health care services.  


HRKM CONTACT DETAILS
Postal Address:
Health Research & Knowledge Management
Private Bag X9051
Pietermaritzburg
3200
Physical Address:
Department of Health: KZN
Health Research & Knowledge Management
Natalia Building 10 - 102 South Tower
330 Langalibalele Street
Pietermaritzburg, 3201
E-mail Address: hrkm@kznhealth.gov.za
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