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   NATIONAL HEALTH RESEARCH ETHICS COUNCIL
   
   Auditors Report: Draft
   Name of Organization
   University of Pretoria
   Name of Animal Research Ethics Committee
   University of Pretoria Animal Research Ethics committee (UP-AEC)
   Registration No
   AREC-261110-001
   AREC Chairperson
   Professor V Naidoo
   Coordinator/Secretariat
   Ms E Mostert
   NHREC members
   Dr S Ncanana, Dr M Sekhoacha
   NHREC secretariat
   Mr T Molebatsi and Mr J van der Westhuizen
   Audit Date: 02 June 2016
     1. 
       Background Information:
   The purpose of the audit visit was partly to introduce the NHREC to
   the relevant registered ARECs and to open doors for communication
   between the NHREC and ARECs in South Africa. The aim of the audit was
   to review compliance of the UP AREC with SANS standards and AREC own
   policies, and also to identify and highlight areas for improvement.
       1. 
         REC Overview
   UPAEC is a subcommittee of the Committee for Research Ethics and
   Integrity of the University of Pretoria, which reports to Senate
   Committee for Research.
   Members of the committee are representatives from faculties of the
   University. All the University faculties involved in research which
   uses experimental animals, i.e. Veterinary Science, Health Sciences
   and Natural, Agricultural Sciences Biomedical Research Centre (UPBRC)
   and the Law Faculty are represented in the committee.
   Membership includes a representative from NSPCA.
   All projects involving experimental animals have to be submitted to
   and approved by the Departmental committee prior to submission to the
   AEC. The use of animals for teaching purposes is also screened and
   approved by the AEC on an annual basis. All studies involving animals,
   even purely observational studies on wild animals, for example, must
   be approved by the AEC.
   The AREC reviews applications from within the University. It has not
   reviewed application from external stakeholders. In 2015, the
   committee received about 250 applications, 30% from each faculty.
       2. 
         REC Membership
   The Committee is currently constituted according to SANS regulation.
   Members have the necessary qualifications and experience to review and
   evaluate research proposals. Members are representatives of Faculties
   involved in research that utilises experimental animals. The
   representatives are appointed by respective Deans of Faculties. The
   Chairperson is appointed by the Vice-Principal for Research on the
   recommendation of the Dean of Faculty of Veterinary Science. A deputy
   chair is elected by the committee.
   The current chair person, Professor V Naidoo, took over from Dr DW
   Verwoerd in January 2016
       3. 
         REC Meetings
   The AREC hold a total of 11 meetings a year, each month from January
   to November.
     2. 
       Assessment and Validation
   Documents Assessed and validated (list all documents that were
   assessed in line with Audit Plan and SANS standards
   Auditors Comments/findings/opinion in line with Audit Plan and SANS
   standards
   Auditor’s Recommendations/ AREC Responses
   REC Terms of Reference
   Available
   Observation
   The terms of reference document is comprehensive but not exhaustive.
   It covers most of the operations, procedures and processes of the
   AREC. E.g. Membership, meetings, administration, SOPs for review
   process, appeal process, decision making and approval of studies,
   appointment of Members, reporting etc.
   Additional SOPs should be developed to cover all the procedures
   AREC Response/Remediation Plan:
     * 
       Disciplinary: The TOR indicates that in cases non-compliance, the
       committee may refer a matter for a disciplinary. The process and
       procedure for the disciplinary is covered in detail in other
       University documentation via senate approved policy. As such we
       believe that this adequately covers the mandate of the committee,
       especially since the UP has the necessary supporting
       documentation.
     * 
       SOPs: The committee will develop SOPs to match its function. SOPs
       that are in preparation are: Functioning of the committee; Review
       Process of the Committee; Importance of the Sample Size; When is
       an application an amendment and when it is a new application;
       Training of the committee members; Yearly Feedback; Completion the
       Animal Ethic Questionnaire; Complaints to the Committee
       (Whistle-blower policy)
     * 
       Occupational Health and Safety: It is uncertain as to what is
       being requested by this statement. The University has an
       Occupational Health and Safety unit that is responsible for all
       facilities. In addition, all faculties have an OHS coordinator who
       further coordinate activities via Departmental/Unit
       representatives in compliance with the OHS act. Furthermore, the
       OHS Act has only recently started developing a policy for animal
       hospital/research facilities, for which we are participating in
       the process.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Recommendation: Develop additional SOPs for processes not covered in
   the Terms of Reference (TOF)
   TOF to define disciplinary procedures for non-compliance with SANS,
   and define Occupational Health and Safety programme(s) in line with
   the Occupational Health and Safety Act 1993.
   AREC SOP
   Most of the Standard Operating Procedures (SOPs) are in the Terms of
   Reference.
     * 
       SOPs must be more detailed. E.g there is an SOP for meetings, but
       it does not capture meeting procedures. Procedures for managing
       conflict of interest is not written down. The SOP need to speak to
       process to be followed.
   AREC Response/Remediation Plan:
     * 
       The mentioned SOPs are in development.
     * 
       It is unlikely that the SOPs will be published on the UP website.
       We’ll ensure that they are published on the intranet, to which all
       staff and students will have access.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Recommendation:
   Develop additional SOPs e.g. SOP for whistle blowing, suspension and
   discontinuation of research projects, procedures to address conflict
   of interest for researchers, disciplinary procedures, withdrawal of
   approval etc.
   Develop SOPs for all administrative procedures including communication
   with reserachers,
   All the SOPs should be published on the website, or be accessible
   Administrative processes
   Observation:
     * 
       The committee has a dedicated administrator.
     * 
       The filing of documents; application forms, reports, minutes, was
       not in order due to the committee moving offices.
     * 
       Consistency of minutes -only approved, signed and dated minutes
       should be kept in file
     * 
       Inspection reports and annual reports not signed
     * 
       Approval certificates must be well documented
   AREC Response/Remediation Plan:
     * 
       The AEC office has been assigned temporary assistance until the
       end of the year to ensure that all documentation is properly
       updated and filed.
     * 
       The migration between the old system and the InfoEd system did
       create some complications with this process. The UP is currently
       looking at getting the InfoEd system up and running once again.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Recommendation: Documents must be signed, dated, and version
   controlled (where necessary).
   Membership
   Observation:
     * 
       Membership is constituted according to SANS document.
     * 
       CVs of all members should be filed and form part of the AREC
       documents
   Training:
     * 
       A register for training of members should be kept.
     * 
       There must be orientation of new members, and continuous training
       of all AREC members.
   AREC Response/Remediation Plan:
     * 
       CV’s will be collated from all committee members.
     * 
       An induction programme will be implemented and documentation kept
       thereon.
     * 
       Staff members do keep themselves updated through the attendance of
       courses, as part of their usual academic activities.
     * 
       Appointment letters: This will be implemented for external
       members. Internal members, as they are appointed to the committee
       by the respective Faculty Boards.
     * 
       Acceptance letters: Members nominated onto the committee will be
       asked to sign such a letter, which will include the
       confidentiality agreement.
     * 
       Liability cover: The office of the Registrar is currently looking
       into the concern on liability insurance.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Recommendation: Liability cover for internal and external members
   should be stated in the appointment letters. Appointment/acceptance
   letters should signed by members and be documented.
   Members should receive continuous training through workshops,
   conferences, refresher courses etc.
   Use and care of experimental animals
     * 
       Prior authorisation procedures not obtained from the Faculty
       Animal Ethics Committee before any animals are used for
       experimental purposes
     * 
       Records for experimental animals not available
     * 
       The AREC must pay attention to reduction of the number of animals
       being used in the experiments. Clear Justification and motivation
       must be provided in the application forms.
   AREC Response/Remediation Plan:
     * 
       The AEC does play particular attention to the reduction of animals
       in research. For studies that rely on large sample sizes,
       researchers are always asked to justify their sample size and to
       indicate the applicability of pilot studies and a phased study
       approach. The large sample size studies are typically field
       epidemiological studies, and the committee does look at their
       underlying assumption in the assessment of the study models. The
       committee will produce an SOP that better explains this process to
       the researchers applying for ethics approval.
     * 
       The AEC questionnaire does require every project to have a proper
       justification. If this is unclear in any manner, the form is
       returned to the researcher for completion.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Animal Facilities
     * 
       Noted: Facilities are monitored or inspected every 2 years
     * 
       Outstanding registration with the veterinary council
     * 
       Procedures for visiting animal facilities should be outlined
     * 
       Reports on the implementation of recommendations from Inspector
       should be filed
     * 
       Sufficient funds and resources made available to meet the needs of
       the facility to ensure proper care of animals and management of
       the facility.
   AREC Response/Remediation Plan:
     * 
       Facility registration certificates will be collated and maintained
       on file as requested.
     * 
       All inspection reports are presented as committee agenda items for
       discussion and get included in the individual meeting minutes,
       which may have been the reason that the documents were not readily
       accessible. The AEC secretariat will establish an additional
       filing process so that the reports are readily accessible.
     * 
       It is unclear as to what the statement on resource allocation
       refers. The AEC is not a resource allocation unit of the UP. The
       committee is only responsible for the maintenance of standards,
       via facility inspection. In cases, of major facility
       non-compliance, projects are not approved until the deficiency is
       rectified. For other minor deficiency, the facility is given an
       opportunity to correct the deficiency in-phase.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Research Ethics Review of applications
     * 
       The review process is clear and consistent.
   AREC Response/Remediation Plan: Noted
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Research Ethics Application
   • There should be consistency; for example, an application form should
   be signed by veterinarian before being reviewed by REC.
   All applications should be signed by relevant persons. Applications
   should have all required signatures.
   SOP for communication with researchers/applicants should be adhered
   to.
   AREC Response/Remediation Plan:
     * 
       The comment is noted.
     * 
       The committee secretariat will ensure that documentation will not
       be accepted if not complete.
     * 
       An SOP for communication with researchers will be developed.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Decision Making: Reviewing applications
   SOP for application review and for decision making appears in the TOF.
   AREC Response/Remediation Plan:
     * 
       An SOP will be developed to clearly convey the thinking of the
       committee to researchers so that they know how best to convey
       their research projects in the questionnaires and how best to
       structure their projects to meet standards set by the faculty.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Adverse effects/incidence
   Observation:
   There is reporting of adverse/serious adverse events.
   AREC Response/Remediation Plan: Noted
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Monitoring and evaluation
   There should be monitoring of adherence to conditions of approval e.g.
   number of animal used, study end dates and report dates.
   AREC Response/Remediation Plan:
     * 
       The committee does track the number of animals used in studies.
     * 
       The committee will monitor project start and end dates. This was
       meant to electronic but was affected by the failure of the online
       application system.
     * 
       The committee is looking at using another online system, so that
       projects can be better tracked.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Reporting
     * 
       Interim or final reports from researchers should be requested
       timeously and filed
     * 
       Consistency to be maintained in terms of verification process on
       compliance to the conditions of approval and timelines for
       submission of reports
     * 
       Space for adverse events under reports needs to be added in
   AREC Response/Remediation Plan:
     * 
       The committee is trying to establish a new database for this
       monitoring. This is not currently possible due to problems
       experienced with the InfoEd system.
     * 
       The intention of the committee is to monitor all reports 12 months
       after approval is granted as the approved TOR.
     * 
       The adverse events form is in the process of being updated. A
       section of adverse events will be added.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Recommendation: Stipulate timelines for submission of final reports
   once the study is completed.
   Whistle blowing procedures
     * 
       Whistle blowing procedures should appear in SOPs. SOP should be
       made publicly available and state that referrals can be made to
       NHREC
   AREC Response/Remediation Plan:
     * 
       The UP has a whistle-blower policy that is published on the web.
     * 
       The TOR of the committee also covers the complaints procedure.
     * 
       The committee will also develop an SOP towards this.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   Responsibilities of researchers and teacher
   The Terms of References make no mention of the responsibilities of
   researchers/teachers. It only gives a description of a Principle
   Investigator.
   AREC Response/Remediation Plan:
   Further clarification on this point would be appreciated as in our
   opinion, this is covered e.g
     * 
       The document does make it clear that. "All members of staff,
       students, visiting academics and researchers and any other person
       using animals for research, teaching or demonstrations as an
       activity of the University of Pretoria must submit an application
       for ethical approval to the AEC before the activity may commence."
     * 
       the document describes a Principal Investigator as; A full-time
       employee of the University of Pretoria and the applicant who
       submits applications for the use of animals for research, testing
       and teaching.
   In addition the TOR Animal experiment, scientific purpose
   An "animal experiment" is any procedure which uses animals for one or
   more of the following “scientific purposes”:
     i. 
       the advancement of knowledge
     ii. 
       to test a hypothesis
     iii. 
       to supply a product
     iv. 
       to provide organs or tissues or sera
     v. 
       to act as a host
     vi. 
       to impart or demonstrate existing knowledge
     vii. 
       to teach or learn surgical or other techniques
     viii. 
       to make audiovisual recordings or any of the above
     ix. 
       to fulfil statutory requirements for testing, or collecting data
       on, any substance or product.
   Target Completion Date (dd-Mmm-yyyy): [ ]
   Actual Completion Date (dd-Mmm-yyyy):
   Responsible Person:
   Please detail corrective and preventative actions including the
   responsible person, responsible function and completion/target
   completion dates. The completion/target date field should reflect the
   latest date included in the response.
   General
   The AREC has a high level of competency. The committee has a solid
   support structure and functions orderly. The committee adheres to the
   SANS regulations;
   Audit Summary
   Aim
   The aim of the audit was to review compliance with SANS standards,
   AREC own policies and to highlight areas for improvement
   Audit Content
   Pre Audit Interview, Audit included a review of documentation and
   processes
   Main Findings
   Critical: None
   Major: The committee must develop additional and more detailed SOPs
   Minor: Administrative e.g. signing of documents, filing of final
   documents (not drafts) e.g. minutes, and other documents e.g. Letters
   of appointment, members ‘s CVs.
   AREC Audit Report: Page 2 of 13
   Deltamune Animal Ethics Committee
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