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HUMAN RESEARCH PROTECTION PROGRAM

1.
PURPOSE:  To establish policy and procedures as it relates to the Hines/North Chicago Human Research Protection Program (HRPP). The purpose of this program is to monitor, evaluate and improve the protections of human research participants.

2.
POLICY:  The activities related to human subject research will be carried out in accordance with all applicable federal laws and regulations including the Belmont Report.

3.
BACKGROUND:
a.
The Edward Hines, Jr. VA Hospital and North Chicago VA Medical Center are engaged in research involving human subjects. Therefore, this HRPP has been developed to ensure the rights, safety and welfare of all subjects recruited or enrolled in research projects, regardless of funding source.

b.
The Edward Hines, Jr. VA Hospital and North Chicago VA Medical Center are also responsible for assuring that all personnel involved in research activities understand and comply with the ethical standards of research.

c.
The human subjects research program is governed by federal law (Common Rule) codified by the VA at 38 CFR 16 & 17. Research conducted within these institutions and their covered entities are compliant with VHA Handbook 1200.5. In addition, the Edward Hines, Jr. VA Hospital and North Chicago VA Medical Center adheres to the DHHS regulations at 45 CFR 46, Subparts A-D, and the FDA regulations at 21 CFR 50, 56, 312, 361, and 812.

d.
Federal-Wide Assurance Number (FWA) FWA00001478 has been approved for Edward Hines, Jr. VA Hospital. The Federal-wide Assurance FWA00001479 has been approved for North Chicago VA Medical Center.

4.
RESPONSIBILITIES:

a.
The Hospital Directors of Edward Hines, Jr. VA Hospital and North Chicago VA Medical Centers are the signatory officials for the FWA of the institutions and are ultimately responsible for the oversight of the human subjects protection program at the facilities.

b.
The Associate Chief of Staff for Research and Development (ACOS/R&D):

(1)
 has overall responsibility for the entire research programs at both facilities including the implementation of the HRPP; 

(2)
is an ex-officio member of the Institutional Review Board (IRB);

(3)
will be kept informed of all issues regarding the program;  and

(4)
in issues of non-compliance, will take an active role in the investigation of the non-compliance and initiate appropriate action regarding the Principal Investigator not in compliance.

c.
The Research and Development (R&D) Committee, as detailed in Bulletin C-44, will provide oversight of the IRB activities to assure compliance to applicable regulations.  This will be accomplished by the review and approval of IRB minutes, reports of IRB activities and actions.  The R&D Committee will also oversee required improvements and follow-up on actions as appropriate.


(1)
The R&D Committee is responsible for the scientific quality and appropriateness of all research involving human subjects.


(2)
The R&D Committee re-evaluates at least annually, the scientific quality of all research studies involving human subjects to assure protection of human subjects.


(3)
The R&D Committee membership, supplemented as needed by advisors or consultants, possesses the expertise required to perform the scientific review.

(4)
The R&D Committee cannot alter an adverse report or recommendation, e.g., disapproval for ethical or legal reasons made by the IRB.

(5) 
The R&D Committee will be responsible for central coordination of the IRB, the Biosafety Subcommittee, and all other subcommittees responsible for components of the HRPP before approving research protocols.


(6)
The R&D Committee, at least annually, reviews and documents, consideration of the following by reviewing the curriculum vitae and the specialties of the Institutional Review Board
(a)
The IRB membership is appropriate given the research being reviewed.

(b)
The IRB includes representatives with an interest in or experience with vulnerable populations involved in research, either as members or ad hoc consultants.


d.
The R&D Committee evaluates the performance of the IRB by reviewing and approving the Hospital’s Human Protection Program and Procedures, IRB minutes, reports from the IRB Chairman who is represented at each R&D Committee meeting, the annual Performance Improvement Plan, and semi-annual Performance Improvement Reports, and associated checklists used by the IRB for the inclusion of appropriate criteria.  The evaluation will include:

(1)
Content and accuracy of informed consent forms;

(2)
IRB analysis of risks and benefits including designation of minimal risk;

(3)
Special considerations and protections for vulnerable or potentially vulnerable populations;

(4)
Privacy and confidentiality protections;

(5)
Continuing review of approved research;

(6)
Ongoing review of previously approved research (i.e. amendments, adverse events);

(7) Use of expedited review or other procedures requiring review of less than the full IRB;

(8) Granting exemption from federal requirements for IRB reviewed;

(9)
Granting waivers for documentation of informed consent; and

(10)
Granting waivers of any elements of informed consent;

(11) The ability of IRB to ascertain the following for each research proposal:


(a)
Date originally approved and if applicable, date of most recent approval;


(b)
Date of expiration of approval;


e.
The IRB has the responsibility to ensure that the Human Research Protection Program is operational. This is accomplished through:

(1) Implementation of the HRPP policy and procedures;

(2) Review and evaluation of the reports and results of compliance assessment and quality improvement activities;

(3) Implementation of needed improvements and follow-up on actions, as appropriate; and

(4) Monitoring changes in VA and other Federal regulations and policies that relate to human research protections and privacy.

(5) The IRB will report problems in research posing a risk to subjects and serious investigator non-compliance to the appropriate regulatory bodies, i.e. OHRP, FDA and ORO in hospital administration.
(6) Monitoring the performance of investigators to ensure compliance with HRPP and the IRB requirements. This evaluation will include:

(a) Using only IRB-approved advertisements and subject recruitment materials;

(b) Obtaining IRB approval prior to initiating changes to the protocol or consent form, except where necessary to eliminate apparent immediate hazards to subjects;

(c) Reporting all unanticipated problems involving risks to human subjects;

(d) Reporting all protocol deviations;

(e) Adherence to HRPP policies;

(f) Adherence to the federal HIPAA privacy regulations;

(g) Adherence to IRB approved protocols and conditions;

(h) Obtaining consent prior to initiating any research related procedures;

(i) Using only the IRB-approved consent form;

(j) Signing and dating the consent form;

(k) Documenting consent in the case history;

(l) Documenting serious, study related adverse events in the case history;
(m) Documenting consent in the case history; and

(n) Provide a copy of the consent form to the subject or when appropriate to their legally authorized representative. 

f.
The IRB Chair(s) will:

(1)
Monitor changes in VA and other Federal regulations and policies that relate to human research protections;


(2) 
Provide leadership regarding the activities of the IRB;


(3)
Chair the meetings;


(4)
Investigate issues of non-compliance and respond appropriately;


(5)
Investigate complaints from participants;


(6)
Review requests for expedited approvals;


(7)
Review requests for exemptions;


(8)
Review requests for waiver of HIPAA requirements;


(9)
Sign final approval documents (VA 10-1223);


(10)
Write, collaborate, and review IRB policies procedures;


(11)
Maintain interaction with IRB staff, members and ACOS/Research & Development;


(12)
Report IRB activities to the R&D Committee; and


(13)
Review or arranging for the review of adverse event reports.

g.
The IRB Coordinator(s) will be responsible for the day-to-day activities of the HRPP Program, which include, but are not limited to:

(1) Monitoring changes in VA and other Federal regulations and policies that relate to human research protections;

(2) Developing and implementing procedures to effect efficient document flow and maintenance of all IRB records;

(3) Maintaining the official roster of IRB members;

(4) Promptly reporting changes in IRB membership to the Office for Human Research Protections (OHRP) and to VA Office of Research Oversight (ORO);

(5) Maintaining all IRB documentation and records in accordance with regulatory requirements;

(6) Orienting and training new members;

(7) Ensuring that all IRB records are secure;

(8) Facilitating communication between investigators and the IRB;

(9) Tracking the progress of each research protocol submitted to the IRB including the evaluation of responses required by the Committee for final approval;

(10) Maintaining a computerized database for tracking purposes;

(11) Serving as a resource for investigators and research coordinators on general regulatory information, and providing guidance about forms and submission procedures;

(12) Training research investigators and staff;

(13) Monitoring and maintaining training documentation and reference materials related to human subject protection requirements;

(14) Maintaining and updating the IRB investigators’ manual and IRB forms and the Standard Operating Procedures;

(15) Witness consent process if necessary;

(16) Drafting reports and correspondence directed to research facility officials, federal officials, and others on behalf of the IRB or IRB Chairperson;

(17) Maintaining quality control of IRB support functions;

(18) Perform audits, and monitoring of human subject research as directed by the IRB, the R&D Committee, or the ACOS/R&D;

(19) Receiving all requests to review new studies, modifications, continuation reviews etc. Communicate with the investigators concerning the status of their requests;

(20) Performing initial review of all adverse events, amendments, continued reviews and new protocols to ensure completeness and the identification of issues that may require further Committee action;

(21) Reviewing all submissions for compliance with policy and procedures. Work with investigators to assure complete packages are submitted to the IRB for review. Coordinators are authorized to place an administrative hold on submissions that are not complete or in compliance;

(22) Evaluating responses to contingencies or other modifications that are required for final approval and forwarding them to Reviewers or Chair as determined by the IRB for final approval;

(23) Reviewing of all consents submitted to the IRB for compliance to regulations;

(24) Coordinating and assisting during regulatory inspections and site visits;

(25) Establishing the meeting calendar with the Chair and the deadlines for submission to the IRB;

(26) Preparing agenda, works with Chair to assign primary and secondary reviewers;

(27) Distributing pre-meeting materials and guidance materials when appropriate;

(28) Compiling the minutes of the IRB meetings in compliance with regulatory requirements and local policy;

(29) Consulting with IRB Chair regarding requests for exemption, expedited review, requests for waiver of HIPAA regulations and other unusual requests;

(30) Providing ongoing training to IRB Board members and serve as a technical resource;

(31) Ensuring the study file has all the correct, approved documents; and

(32) Continually reviewing the Board’s inventory of studies to assure that actions are timely.

h.
IRB members are responsible for:

(1) Learning about, and remaining current on, ethical, legal and regulatory issues related to IRB functions;

(2) Keeping current on all required education such as human subject protection and Good Clinical Practice;

(3) Reviewing proposals and other documents (such as adverse event reports), as assigned;

(4) Reviewing all proposals submitted to the IRB to be reviewed at the meetings;

(5) Maintaining the integrity of the IRB review process. Specifically, members must excuse themselves when there is a conflict of interest, and avoid discussing IRB protocols with investigators outside of the convened IRB meeting;

(6) Reviewing and approving meeting minutes; and

(7) Witnessing consent process for a protocol if necessary.

i.
Principal Investigators (PI’s) are responsible for:

(1) Adhering to the responsibilities of the Principal Investigator as set forth in the International Conference on Harmonization (ICH) Guidelines for Good Clinical Practice (GCP) and by expectations of Hines and North Chicago;

(2) Implementation of their research study, including: 

(a)
protocol design that must minimize risks to subjects while maximizing research benefits; 

(b)
ensuring that all members of the research team involved in human subject research have successfully completed the VA Central Office required human subject protection, good clinical practice and HIPAA training provided by the VA; 

(c)
ensuring that all members of the research team comply with the findings, determinations and recommendations of the IRB; and 

(d)
ensuring the adequacy of the informed document and informed consent process;

(3) Compliance with the responsibilities as described in the HRRP and the IRB SOPs;

(4) Assuring compliance with all federal regulations;

(5) Maintaining qualifications by education, training and experience to assume responsibility for the proper conduct of the study;

(6) Being thoroughly familiar with the appropriate use of the investigational product(s), protocol procedures and information about the product(s) as provided in the Investigator’s Brochure (if applicable);

(7) conducting the study according to the investigational plan (study protocol and IRB stipulations), institutional policies, VA regulations, other federal and state regulations; 

(8) fiscal management; 

(9) training and supervision of study personnel, residents and students; 

(10) terms and conditions of the grant/contract; 

(11) financial disclosure; 

(12) submission of all required reporting (i.e. adverse events, data and safety monitoring board reports, continuing review; 

(13) FDA requirements such as compliance with the statements on the Form 1572;

(14) maintaining accurate study records, and 9) maintaining control of all test articles;

(15) having sufficient time to properly conduct and complete the study and have available an adequate number of qualified staff and adequate facilities to conduct the study properly and safely;

(16) All trial related medical decisions, i.e. treatment of any trial related adverse event or clinically significant laboratory value. In addition, the Investigator should inform the subject and subject’s primary care physician when additional medical care is necessary for any illness that may be discovered during the study, even if it is unrelated to the research;

(17)  Notifying the IRB and the study sponsor of any problems encountered in the conduct of the trial;

(18) Obtaining IRB review and approval Prior to initiating a research project. This includes: preparing the research protocol and submitting the necessary documentation for IRB review; the full protocol, investigator’s brochure, risk/benefit analysis, recruiting plan and any recruitment materials, data collection tools, surveys and/or questionnaires;

Note:  If the investigator conducts research without IRB approval, it may affect their standing in the VA and s/he will be held responsible for ethical breaches in the conduct of their research and these problems may affect the PI’s ability to do future research with the VA;

(19) Keeping the IRB informed of the study’s progress after approval; 

(20) Informing the IRB of any financial conflict of interests pursuant to the Conflict of Interest (COI) policy; and

(21) Documenting participation in a research study in the “Progress Notes” section of the participant’s medical record (either paper or electronic).  At the Hines facility, research participant records must have the electronic flag attached during the study time period.
5.
DEFINITIONS:


a.
Institutional Review Board (IRB):  Approving authority for all Human Research conducted at Hines and North Chicago.


b.
Principal Investigator (PI):  Individual who is accountable for the proposal, the protocol, performance and culmination of a research project.


c.
Research and Development Committee (R&D):  Committee that provides oversight of the IRB, biosafety and Animal Care Subcommittees to assure compliance to applicable regulations.


d.
Belmont Report:  Summary the basic ethical principles identified by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research.  It is a statement of basic ethical principles and guidelines that should assist in resolving the ethical problems that surround the conduct of research with human subjects.


e.
Good Clinical Practices (GCP): International ethical and scientific quality standard for designing, conduction, monitoring, recording, auditing, analyzing and reporting studies.  Insures that the data reported is credible and accurate and hat subject’s rights and confidentiality are protected.

f. Federal Drug Administration (FDA):  Federal Agency that promotes the public health by promptly and efficiently reviewing clinical research and takes appropriate action with regards to marketing of the regulated process.


g. 
Health Insurance Portability and Accountability Act (HIPAA): Regulation that includes under its Title II an Administrative Simplification Compliance Act (AS) that applies to four areas: (1) Privacy and (2) Security, as both relate to patient information, (3) standardization of EDI transactions and code sets (ETCS), and (4) Standard Identifiers for such entities as employers and healthcare providers


h.
Office for Human Research Protection (OHRP):  Federal government office that issues Assurances and oversees compliance


i.
Office of Research Oversight (ORO):  Office of Research Oversight (ORO) serves as the primary VHA office in advising the Under Secretary for Health on matters related to the protection of human research subjects, animal welfare, research safety, and research misconduct. ORO supports and promotes the responsible conduct of research through periodic inspections and evaluations of research integrity, and through investigations of allegations of non-compliance with policies and regulations at VA research facilities.
6.
ACTIONS:


a.
All IRB staff, members, investigators and coordinators and other research personnel that will have access to personally identifiable information are required to meet the requirements of the Hines/North Chicago human subjects protection education module and the VA Good Clinical Practice web-based training.  Education will be updated on an annual basis.

 
b.
The annual budget for the HRPP is submitted as part of the overall research budget.  The ACOS for Research and Development, engages in a systematic budgeting process for the HRPP including the Research and Development Committee (R&D), its Human Studies Subcommittee (HSS), at least annually.  Budgeting includes consideration of the following factors:


(1)
Analysis of the volume of research to be reviewed.


(2)
Feedback from IRB members and staff.


(3)
Resources reviewed included but are not limited to:


(a)
Personnel


(b)
Materials and supplies


(c)
Space


(d)
Capital equipment


(e)
Training and education


c.
The non-profit corporation, CARES, also contributes support to the HRPP.  Funds for research activities and IRB review fees are administered by CARES for the operations of the IRB.  Hospital funding contributes to the staffing needs of the IRB.


d.
All Requests to Conduct Research will first be submitted to the Research Office for initial screening and to begin the process for R&D review.  The Research Office will provide a complete copy of the research application to the IRB Office.


e.
Requests to review Continuing Review, Amendments, Adverse Event Reports, and Consent Forms will be processed by the Human Studies Coordinators.  The Standard Operating Procedures document further elaborates on these procedures.

7.
RESCISSION:  None

8.
RECERTIFICATION:  This Policy Memorandum will be recertified on or before August 15, 2006.
9.
FOLLOW-UP RESPONSIBILITY:  Research Service (151)

/s/

Jack Hetrick 

Director

Distribution:  Hines Intranet Website and Service Chiefs / Service Line Managers via E-mail


10.

