SECTION C

List the documents that demonstrate that the organization has policies and procedures that meet each element, or standard without elements, in support of the organization’s application for accreditation under the Final Revised Accreditation Standards. 

	Domain I:  Organization

	Standard I-1: The Organization has a systematic and comprehensive Human Research Protection Program that affords protections for all research participants. Individuals within the Organization are knowledgeable about and follow the policies and procedures of the Human Research Protection Program.

	
Element I.1.A. The Organization has and follows written policies and procedures for determining when activities are overseen by the Human Research Protection Program.

	· TMC IRB SOPSection 2.6, 2.6.1, 2.6.2 [Page 6] documents the composition, membership and terms of appointment
· Refer section 2.6.4: The IRB may call upon, or establish a standing list of, independent consultants who may provide special expertise to the IRB on proposed research protocols. 


· IRB Roster TMC IRB SOP 2.6.1 for details of IRB membership

· TMC IRB SOP 02/V1/2.7.1
· 
· Describe the process to provide determinations about whether an activity is research involving human participants. 
Project submission form (ref)
· scope of human participants research that requires review by the Organization’s IRB or EC
IRB Mandate of TMH
· guidance to Researchers and IRBs or ECs concerning activities that sometimes are or are not overseen by the HRPP at the Organization
All research activities involving human participants are part of HRPP or overseen by HRPP in TMH
Application form 
· Reviewer checklist Ref to SOP
· Template letters to Researchers 
· Decisions about whether an activity is research involving human participants are made accurately 


	
Element I.1.B. The Organization delegates responsibility for the Human Research Protection Program to an official with sufficient standing, authority, and independence to ensure implementation andmaintenance of the program.

	Ref to SOP 

· TMC IRB SOPSection 2.6.2: Terms of appointment of IRB members.
· Refer section 2.6.2 a-c: Duration, renewal, resignation/replacement and termination/disqualification of terms of appointment

· TMC IRB SOP: Section 2.7.1 Chairperson role

· TMC IRB SOP: Section 2.11 : Education of IRB Members

· TMC IRB SOP 02/V1/2.11 - Training Procedure/Plan for IRB Members is included.

· TMC IRB SOP 02/V1/2.7.1 – Chair person. 2.7.2 – Member Secretary

· Organization Chart

· Responsibilities of the organizational official. 
· Ensures that IRB members, Researchers and Research Staff are appropriately knowledgeable to conduct research in accordance with ethical standards and all applicable regulations. 
· Develops and implements an educational plan for IRB members, staff, Researchers, and Research Staff including initial and continuing education. 
· conduct annual research consent document audits and triennial regulatory audits 
· Letter or memorandum from senior management stating the delegation 


	
Element I.1.C. The Organization has and follows written policies and procedures that allow the Institutional Review Board or Ethics Committee to function independently of other organizational entities in protecting research participants.

	· To approve, require modifications to secure approval, and disapprove all research activities overseen and conducted by the Organization. 
· To suspend or terminate IRB or EC approval of research not being conducted in accordance with the IRB’s requirements or that had been associated with unexpected serious harm to participants.
(Job description of director, TMC) 
· The steps the Organization takes to ensure that research involving human participants does not commence until the research has received all approvals required by the Organization. 
SOP IRB (approval)
· report undue influence. 
TMC HRPP functions in a manner that there is no scope for any conflict of interest or undue influence


	
Element I.1.D. The Organization has and follows written policies and procedures setting forth the ethical standards and practices of the Human Research Protection Program. Relevant policies and procedures are made available to Sponsors, Researchers, Research Staff, research participants, and theInstitutional Review Board or Ethics Committee, as appropriate.

	· TMC IRB SOP Section 2.5: The committee consists of members who collectively have the qualifications and experience to review and evaluate the scientific, medical and ethical aspects of a proposed research project
· Refer section 2.6.4: The IRB may call upon, or establish a standing list of, independent consultants who may provide special expertise to the IRB on proposed research protocols. 
· Protocol Review checklist : Annexure AX1-V1/SOP 04A/V1

· the ethical principles that the Organization follows to govern the conduct of research involving human participants. 
Ref: IRB SOP ethical principle
· Describe the mechanism for communicating or making available the policies and procedures of the HRPP to all individuals. \
Hard Copy / Soft copy 
· include a description of all components that are involved with human research protection 
· Researcher handbook 


	
Element I.1.E. The Organization has an education program that contributes to the improvement of the qualifications and expertise of individuals responsible for protecting the rights and welfare of researchparticipants.

	· a list of educational activities designed to contribute to the improvement of the qualifications and expertise of individuals responsible for protecting the rights and welfare of research participants 
· Describe what actions the IRB or EC or the Organization takes if education requirements are not fulfilled. 
· Education plans 
· Education records 


	
Element I.1.F. The Organization has and follows written policies and procedures for reviewing the scientific or scholarly validity of a proposed research study. Such procedures are coordinated with theethics review process.

	· TMC IRB SOP Section 2.5: The committee consists of members who collectively have the qualifications and experience to review and evaluate the scientific, medical and ethical aspects of a proposed research project
· Refer section 2.6.4: The IRB may call upon, or establish a standing list of, independent consultants who may provide special expertise to the IRB on proposed research protocols. 
· Protocol Review checklist : Annexure AX1-V1/SOP 04A/V1
· 
· 
· Evaluation of proposed research for scientific or scholarly validity. 
· Indicate the individuals or entities that are responsible for scientific review. 
· If scientific review is conducted by an entity other than the IRB or EC, policies and procedures describe how the review is documented and communicated to the IRB or EC. 


	
Element I.1.G. The Organization has and follows written policies and procedures that identifyapplicable laws in the localities where it conducts human research, takes them into account in thereview and conduct of research, and resolves differences between federal or national law and local laws.

	· TMC IRB SOP 04c/V1 : Section 4c.3, 4c.5 – Describe which research studies can be exempted from review
· Form for Exemption AX1-V1/SOP04c/V1- to revise and devise a separate reviewer & decision form
· describe the application of laws relevant to research involving humans as participants 
· The process to resolve conflicts between federal or national law and other applicable laws. 

	
Standard I-2: The Organization ensures that the Human Research Protection Program hasresources sufficient to protect the rights and welfare of research participants for the research activities that the Organization conducts or oversees.


	
Element : The Organization ensures that the Human Research Protection Program has resources sufficient to protect the rights and welfare of research participants for the research activities that the Organization conducts or oversees.

	· maintains adequate resources for support of the operations of the HRPP.
· The plan to evaluate resources needed for the HRPP. 
· The Organization periodically reviews the resources allocated to the HRPP and adjusts resources as needed. 


	
Standard I-3: The Organization’s transnational research activities are consistent with the ethical
principles set forth in its Human Research Protection Program and meet equivalent levels of
participant protection as research conducted in the Organization’s principal location whilecomplying with local laws and taking into account cultural context.


	
Element: The Organization’s transnational research activities are consistent with the ethical
principles set forth in its Human Research Protection Program and meet equivalent levels of
participant protection as research conducted in the Organization’s principal location whilecomplying with local laws and taking into account cultural context.

	· Ensuring appropriate expertise and knowledge of the country either through IRB membership or consultants. 
· Confirming the qualifications of the Researchers and Research Staff for conducting research in that country. 
· Policies and procedures include additional safeguards for research conducted with international populations 


	Standard I-4: The Organization responds to the concerns of research participants.

	
Element I.4.A. The Organization has and follows written policies and procedures that establish a safe,confidential, and reliable channel for current, prospective, or past research participants or theirdesignated representatives that permits them to discuss problems, concerns, and questions; obtain information; or offer input with an informed individual who is unaffiliated with the specific research protocol or plan.

	· Contact information for an individual or office that is unaffiliated with a specific research study is available to current, former, and prospective research participants to: Discuss problems, concerns, and questions and Obtain information 


	
Element I.4.B. The Organization conducts activities designed to enhance understanding of human
research by participants, prospective participants, or their communities, when appropriate. These activities are evaluated on a regular basis for improvement.

	· The plan and methods for enhancing the understanding of participants, prospective participants, and communities. 
· Pamphlet or brochure 
· Web site 
· Mini-medical school 
· Evaluation reports 
· Quality improvement plans 


	
Element I.4.C. The Organization promotes the involvement of community members, whenappropriate, in the design and implementation of research and the dissemination of results.

	· Research studies using a community-based participatory research design 


	
Standard I-5: The Organization measures and improves, when necessary, compliance with organizational policies and procedures and applicable laws, regulations, codes, and guidance. TheOrganization also measures and improves, when necessary, the quality, effectiveness, and efficiencyof the Human Research Protection Program.


	
Element I.5.A. The Organization conducts audits or surveys or uses other methods to assess
compliance with organizational policies and procedures and applicable laws, regulations, codes, andguidance. The Organization makes improvements to increase compliance, when necessary.

	· quality improvement plan that periodically assesses compliance of the HRPP 
· Conducts annual consent document audits. 
· Types of corrective actions the IRB can require based on the audit findings. 
· How to evaluate the results of any corrective actions. 


	
Element I.5.B. The Organization conducts audits or surveys or uses other methods to assess the
quality, efficiency, and effectiveness of the Human Research Protection Program. The Organizationidentifies strengths and weaknesses of the Human Research Protection Program and makes improvements, when necessary, to increase the quality, efficiency, and effectiveness of the program.

	· Quality improvement plan that periodically assesses the quality, efficiency, and effectiveness of the HRPP. 
· Audits, surveys, or other data collection tools. 
· Evaluation reports 


	
Element I.5.C. The Organization has and follows written policies and procedures so that Researchersand Research Staff may bring forward to the Organization concerns or suggestions regarding the
Human Research Protection Program, including the ethics review process.

	· The process for Researchers and Research Staff to obtain answers to questions, express concerns, and convey suggestions regarding the HRPP. 


	
Element I.5.D. The Organization has and follows written policies and procedures for addressingallegations and findings of non-compliance with Human Research Protection Program requirements.
The Organization works with the Institutional Review Board or Ethics Committee, when appropriate, to ensure that participants are protected when non-compliance occurs. Such policies and proceduresinclude reporting these actions, when appropriate.

	· Policies and procedures describe the various mechanisms for informing the Organization or IRB or EC of non-compliance
· Consideration of complaints and protocol deviations. 
· Process to decide whether each allegation of non-compliance has a basis in fact and is serious or continuing. 
· Non-compliance is identified and managed 

	
Standard I-6: The Organization has and follows written policies and procedures to ensure that research is conducted so that financial conflicts of interest are identified, managed, and minimized or eliminated.


	
Element I.6.A. The Organization has and follows written policies and procedures to identify, manage,and minimize or eliminate financial conflicts of interest of the Organization that could influence theconduct of the research or the integrity of the Human Research Protection Program.

	· TMC IRB SOPSection 2.6.1: Criteria for selection of members: Conflict of interest of members will be evaluated.

· TMC IRB SOP Section 2.10: In IRB decision making IRB member with a conflicting interest in a proposal will abstain from deliberations and in the decision making process on that proposal, except to provide information as requested by the committee. Such abstentions will be recorded in the minutes.

· 
· organizational financial conflict of interest
· evaluate and manage organizational financial conflict of interest 


	
Element I.6.B. The Organization has and follows written policies and procedures to identify, manage,and minimize or eliminate individual financial conflicts of interest of Researchers and Research Staffthat could influence the conduct of the research or the integrity of the Human Research ProtectionProgram. The Organization works with the Institutional Review Board or Ethics Committee inensuring that financial conflicts of interest are managed and minimized or eliminated, whenappropriate.

	· TMC IRB SOPSection 2.6.1: Criteria for selection of members: Conflict of interest of members will be evaluated.

· TMC IRB SOP Section 2.10: In IRB decision making IRB member with a conflicting interest in a proposal will abstain from deliberations and in the decision making process on that proposal, except to provide information as requested by the committee. Such abstentions will be recorded in the minutes.

· 
· disclose financial interests 
· Immediate family members at a minimum include the spouse and each dependent child. 



	
Standard I-7: The Organization has and follows written policies and procedures to ensure that the use of any investigational or unlicensed test article complies with all applicable legal and regulatoryrequirements.


	
[bookmark: _GoBack]Element I.7.A. When research involves investigational or unlicensed test articles, the Organizationconfirms that the test articles have appropriate regulatory approval or meet exemptions for such approval.

	· the legal and regulatory requirements that apply to the use of investigational test articles. Application form 
· Reviewer checklist 


	
Element I.7.B. The Organization has and follows written policies and procedures to ensure that the
handling of investigational or unlicensed test articles conforms to legal and regulatory requirements.

	· A description of the manufacturing, handling, and storage 
· used only in approved research protocols and under the direction of approved Researchers 


	
Element I.7.C. The Organization has and follows written policies and procedures for compliance withlegal and regulatory requirements governing emergency use of an investigational or unlicensed test
article.

	· criteria that permit the emergency use of a test article  in accordance with regulations or laws or meet the requirements for an exception to obtain consent. 

	
Standard I-8: The Organization works with public, industry, and private Sponsors to apply the requirements of the Human Research Protection Program to all participants.


	
Element I.8.A. The Organization has a written agreement with the Sponsor that addresses medical
care for research participants with a research-related injury, when appropriate.

	· contracts or other funding agreements 


	
Element I.8.B. In studies where Sponsors conduct research site monitoring visits or conduct
monitoring activities remotely, the Organization has a written agreement with the Sponsor that theSponsor promptly reports to the Organization findings that could affect the safety of participants orinfluence the conduct of the study.

	· Contract Template

	
Element I.8.C. When the Sponsor has the responsibility to conduct data and safety monitoring, the
Organization has a written agreement with the Sponsor that addresses provisions for monitoring thedata to ensure the safety of participants and for providing data and safety monitoring reports to theOrganization.

	· data and safety monitoring reports 


	
Element I.8.D. Before initiating research, the Organization has a written agreement with the Sponsorabout plans for disseminating findings from the research and the roles that Researchers and Sponsors
will play in the publication or disclosure of results.

	· Regulation template for publication of findings from sponsored research 


	
Element I.8.E. When participant safety could be directly affected by study results after the study hasended, the Organization has a written agreement with the Sponsor that the Researcher or Organizationwill be notified of the results in order to consider informing participants.

	· Template form  or information booklet to communicate results from a research study to former participants when those results directly affect their safety or medical care.




