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Introduction

The VA New York Harbor Healthcare System (VA NYHHS) Research and Development Service is responsible for its Human Research Protection Program (HRPP) and is committed to conducting research with the highest regard for the welfare of human subjects.  It upholds and adheres to the principles of The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects in Research by the National Commission for the Protection of Human Subjects in Biomedical and Behavioral Research (1979).  These principles are:

· Respect for Persons, which is ensured by obtaining informed consent, consideration of privacy, confidentiality, and additional protections for vulnerable populations.

· Beneficence, which is assured by ensuring that possible benefits are maximized and possible risks are minimized to all human subjects.

· Justice, the equitable selection of subjects.

The NYHHS HRPP, in partnership with its research community, is responsible for ensuring the ethical and equitable treatment of all human subjects in research conducted under its auspices.  Its mission is:

· To safeguard and promote the health and welfare of human research subjects by ensuring that their rights, safety and well-being are protected;

· To provide timely and high quality education, review and monitoring of human research projects; and 

· To facilitate excellence in human subjects research.

The VA Research and Development Committee (RDC) has oversight responsibilities over all human subjects research conducted in this facility (VHA Handbook 1200.01). All human subjects research must receive approval by an Institutional Review Board or IRB prior to initiation of all research activities.  The VA NYHHS has a Federal Wide Assurance (FWA 00001881) with the Office of Human Research Protection (OHRP) that includes two IRB of Record, namely: The VA NYHHS Subcommittee for Human Studies, and the VA Central IRB.  
Complete details of the VA NYHHS HRPP are found in the VA New York Harbor Healthcare System Standard Operating Procedures – Human Research Protection Program.

The purpose of this manual is to serve as a guide for investigators conducting research involving human subjects regarding:

· The administrative procedures to be followed for establishing such a study

· The administrative procedures to be followed during the period that the study is active and upon terminating the study

· Special concerns regarding protection of human subjects involved in a research study
· The requirements for investigators and research team members

· Identifying and interpretation of applicable laws and regulations relevant to the research.
Definitions

Human Subject. A human subject is a living individual about whom an investigator conducting research obtains data through intervention or interaction with the individual or through identifiable private information (38 CFR 16.102(f)). The definition provided in the Common Rule includes investigators, technicians, and others assisting investigators, when they serve in a "subject” role by being observed, manipulated, or sampled. As required by 38 CFR 16.102(f) an intervention includes all physical procedures by which data are gathered and all physical, psychological, or environmental manipulations that are performed for research purposes. 

For research covered by FDA regulations (21 CFR 50 and 56), human subject means an individual who is or becomes a participant in a clinical investigation (as defined below), either as a recipient of the test article or as a control.  A subject may be in normal health or may have a medical condition or disease.  In the case of a medical device, a human subject/participant is also means a human on whose specimen an investigational device is used.

Note: The terms “subject” and “participant” are used interchangeably in this document and have the same definition.

Research.  Research is defined as the testing of concepts by the scientific method of formulating a hypothesis or research question, systematically collecting and recording relevant data, and interpreting the results in terms of the hypothesis or question. The Common Rule (38 CFR 16) defines research as a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalized knowledge.  

Under FDA regulations, the terms research and clinical investigation are deemed to be synonymous.  For the purposed of this document, the term research includes clinical investigations as defined below.

Clinical investigation.  A clinical investigation is defined as any experiment that involves a test article and one or more human subjects, and that either must meet the requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the act, or need not meet the requirements for prior submission to the Food and Drug Administration under these sections of the act, but the results of which are intended to be later submitted to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit. The term does not include experiments that must meet the provisions of part 58, regarding nonclinical laboratory studies.  An experiment is defined as any use of a drug or medical device, other than the use of a marketed (approved) drug or medical device in the course of medical practice.

Test Article.  A test article is a drug, device, or other article including a biological product used in clinical investigations involving human subjects or their specimens. 

Institutional Review Board (IRB). An IRB is a board established in accordance with and for the purposes expressed in the Common Rule (38 CFR 16.102(g).). 

Institutional Official (IO). The IO is the Medical Center Director or Chief Executive Officer (CEO). The IO is the VA official responsible for ensuring that the HRPP at the facility has the resources and support necessary to comply with all federal regulations and guidelines that govern human subjects research. The IO is legally authorized to represent the institution, is the signatory official for all Assurances, and assumes the obligations of the institution’s Assurance. The IO is the point of contact for correspondence addressing human subjects research with OHRP, FDA, and VA Central Office, including the VA Office of Research Oversight (ORO). 

Principal Investigator (PI). A PI is a qualified person [investigator is qualified through education, training, and experience to conduct the research] or persons designated by an applicant institution to direct a research project or program and who usually writes the grant application. The PI oversees scientific and technical aspects of a grant or protocol and the day-to-day management of the research. In the event of an investigation conducted by a team of individuals, the PI is the responsible leader of that team. The VA recognizes one PI for each VA-approved research project responsible for the conduct of the study at this facility. If the PI does not have a VA appointment, then a VA responsible individual must be identified in the proposal who must adhere to the PI responsibilities.
Investigator. An investigator is an individual under the direction of the PI who is involved in some or all aspects of the research project, including the: design of the study, conduct of the study, analysis and interpretation of the collected data, and writing of resulting manuscripts. A VA investigator is any individual who conducts research approved by the VA R&D committee while acting under a VA appointment, including full and part-time employees, without compensation (WOC) employees, and individuals appointed or detailed to VA under the IPA of 1970. In addition, a VA investigator must comply with all applicable VA and VHA regulations and policies.
Research Under the Auspices of the VA NYHHS. Research considered under the auspices of the VANHYHHS include all research involving human subjects that is conducted completely or partially in VANHYHHS facilities, conducted in approved off-site locations, facilities, and/or conducted by VANHYHHS researchers while on official VA duty time. The research may be VA funded, funded from extra-VA sources, or conducted without direct funding.

Research Protocol.  The formal written plan for conducting a research investigation, including but not limited to biomedical, behavioral, social, health service, or educational research investigations, as well as clinical trials.
 Serious Noncompliance. Failure to adhere to the laws, regulations, or policies governing VA research that:

· Results in substantive harm or damage (or risk of substantive harm or damage) to the safety, rights, or welfare of human subjects, research staff or others; or

· Results in substantive harm or damage (or risk of substantive harm or damage) to the safety or welfare of laboratory animals; or

· Substantively compromises the integrity or effectiveness of research protections, either systemically or relative to a particular protocol or project.

Serious AE (SAE) / Serious Problem. An AE or problem that involves or results in:
· Death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect; or

· Substantive harm or damage (or risk of substantive harm or damage) to the safety, rights, or welfare of research subjects, research staff; or

· Substantive harm or damage (or risk of substantive harm or damage) to the safety or welfare of laboratory animals; or

· The need for medical, surgical, behavioral, social, or other intervention to prevent any of the above.

Continuing Noncompliance. Persistent or repeated failure to satisfy VA or other federal research requirements either in the past or extending into the present.

Unanticipated Problem in Research. Any problem in research that is not expected in terms of nature, severity, or frequency of occurrence; as documented in the protocol or other materials approved by the R&DC, IRB, IACUC, etc. For human research, may include the informed consent document, clinical investigators’ brochure, product labeling, etc. 

Human Subjects Research Determination 
The responsibility for determining whether an activity constitutes human subjects research rests with the investigator.  Since the VA will hold the PI responsible if the determination is not correct, investigators are urged to request a confirmation that an activity does not constitute human subjects research from the IRB Manager.  If the request is verbal (by phone or in person) or by email, it is the investigator’s responsibility to maintain documentation of such a decision.  If the investigator submits a formal submission, the request must include sufficient documentation of the activity to support the determination.  Formal submissions will be responded to in writing and a copy of the submitted materials and determination letter/email will be kept on file.
Request for Exemption

Under certain circumstances, human subjects research may be exempt from IRB review.  Investigator’s shall request for exemption by submitting a completed Certification of Exemption Form along with the initial review submission forms as applicable to the research.  Contact the IRB Manager for guidance or information regarding exempt studies.  (Refer to the VHA Handbook 1200.05 for additional information on criteria for exempt research studies.)
Exemption from the IRB requirements mean there is no requirement for continuing review by the IRB. The PI however must submit any changes to the protocol to the IRB prior to implementing the changes to ensure that the research continues to 
qualify as an IRB-exempt research. A Continuing Review Checklist should be completed at each anniversary of the protocol and submitted to the IRB Manager. At completion of the study a report of study closure must be submitted to the IRB.
Requesting Expedited Review

Expedited review may be conducted by the IRB Chair or a qualified member designated by the Chair.  The categories of research activities that may be reviewed by an expedited review process are listed in Appendix B of VHA Handbook 1200.05. 

The PI should initiate a request for expedited review by speaking with the IRB Manager. The completed Request for Expedited Review form indicating the applicable category along with the required materials for initial review application must be submitted to the IRB Chair or designee for review who either concurs or disapproves the request, in which case, the submission must be reviewed by the full IRB.

The full IRB must be informed of the approvals by expedited review. Since only the full IRB can disapprove a study, the expedited reviewer must refer studies that he/she thinks warrant disapproval to the full IRB.
Procedures for Activating a Study Involving Human Subjects

To apply, the Principal Investigator (PI) must submit a Request to Review Research Proposal and all initial review submission forms as applicable to the proposed research.   All human subjects research conducted under the auspices of the VA NYHHS must obtain prior IRB approval.   The PI is notified in writing by the ACOS for R&D of final approval to initiate research. 

Forms may be obtained on-line from the Research and Development Program  website.

VA Intranet website is located at http://vaww.nyharbor.med.gov.va/r&d/r&d.asp
Protocol Application Materials 

The materials required for submission for all new (initial) protocols are outlined below:

1. Principal Investigator Checklist for Initial Review IRB Submissions

2. Request to Review Research Proposal - This form requires basic informational items such as the name(s) of the PI and Co-PI, title of the proposed research, research focus, etc.

3. Signed and dated abstract - a basic summary of the protocol (500 word limitation).

4. The Research Protocol - a written plan of the research detailing the objectives, hypothesis, rationale, intended research methods and design and proposed statistical analysis.

5. The Human Studies Questionnaire – The Human Studies Questionnaire includes sufficient information for reviewers to make determinations based upon the Criteria for IRB Approval of Research.

6. Research Financial Conflict of Interest (FCOI) Statement Form.
7. Research Staff Credentialing Checklist - listing all of the individuals who will be involved in the research, an indication of their required training and the expiration dates of the training.  All physician researchers must also indicate the expiration date of their credentials.

8. Where applicable, a  Scope of Practice for research for both VA and non-VA paid individuals.

9. VA form 10-1086, VA Research Consent form, or a request for a waiver of informed consent and authorization to release medical records or health information.

10. VA form 10-5368 - Investigator data form requesting such information as area of research specialty, University appointments, board certification and salary source. 

11. Pharmacy Support Form - For those studies using investigational drugs or devices, the PI must indicate how he intends to reimburse the Pharmacy for the cost of the research pharmacist’s services and drug storage.

12. VA Form 10-9012, “Investigational Drug Record Information Form”

13. VA Form 10-0398, “Research Protocol Safety Survey”

14. A Budget Page providing information of non-VA research funding, if any.

15. If applicable, investigational brochures, provided by study sponsors (i.e. pharmaceutical companies). 

16. Merit reviews or other grant applications, as applicable.  
17. For DHHS-funded research, the DHHS-approved sample informed consent document (when one existed) or the complete DHHS-approved protocol (when one existed).

18. Any applicable subject surveys or questionnaires, and data collection tools..

19. A description of any intended advertisement or other subject recruitment methods or actual copies of print advertisements

20. Documentation of completion of all mandatory research training.
Quick Guide to Signature Requirements:
	FORMS
	SIGNATURES REQUIRED

	Abstract
	Principal Investigator (date)

	FCOI Statement 
	Individuals with 5% or more time involved in study

	VAF 10-9012
	Principal Investigator, IRB Chair, R&D Chair

	Pharmacy Approval
	Principal Investigator & Chief of Pharmacy

	Safety Survey
	Principal Investigator, Safety Officer, Radiation Safety Officer, R&D Chair

	Scope of Practice
	Principal Investigator(s), ACOS/ R&D and Chief, Patient Services, as needed

	Human Studies Questionnaire including Appendices
	Principal Investigator & Staff Obtaining Informed Consent, 

Privacy Officer, 
Information Security Officer (ISO)

	Research Staff Credentialing Form
	Principal Investigator

	Request to Review Research Proposal
	Principal Investigator, PI’s immediate supervisor and where applicable, institutional support e.g., Laboratory, Nursing, Pharmacy   etc.

	 
	 


Submission to VA NYHHS IRB
Except for select multi-site research projects submitted to the VA Central IRB, all research involving the use of human subjects are reviewed by the Subcommittee for Human Studies, the designated IRB for VA NYHHS. The R&D Committee in its policy (00C-23) designates the scientific or scholarly review for validity of the research proposal in addition to its ethical review for risks and benefits, to the IRB. The IRB meets once a month on the first Monday of the month starting at 1:00 PM anywhere from 2 to 3 hours. All materials for review must be submitted to the IRB Manager (New York Campus, Room 18093-S). The deadline for completed submission items to be included in the month’s agenda is 15 business days prior to the scheduled meeting to ensure appropriate administrative review of requirements. Agenda materials are distributed to the IRB members no later than 5 business days before the meeting to allow enough time for   review. During the pre-meeting review of materials, the IRB reviewer may contact the investigator and make suggestions for appropriate changes in order to secure IRB approval. 

The IRB manager will check the submitted documents for completeness and after data entry into MIRB, a receipt of all completed document items scheduled for review can be generated.  Submissions will not be scheduled for IRB review until all requirements for IRB Review are fulfilled. Pending submissions may be scheduled for succeeding months.  
Submission to VA Central IRB

VA NYHHS has a Memorandum of Understanding (MOU) with Veterans Health Administration (VHA) Central Office to use the VA Central IRB to conduct initial and continuing review, as well as review of amendments, monitoring, reporting, and other relevant requirements, for select multi-site research projects involving human subjects.
An investigator participating in the conduct of a multi-site research study that has been designated for review by the VA Central IRB is the Local Site Investigator (LSI) and must complete the VA Central IRB LSI application and have it signed by the ACOS/R&D.  
A local official is designated as the liaison officer among VA Central IRB, the Local Site Investigator, and the VA New York Harbor Healthcare System for oversight, compliance, and monitoring purposes. He/she Provides comments and/or suggestions to VA Central IRB in response

to VA Central IRB initial review considerations within 30 calendar days; responds to VA Central IRB’s final approval of the project on behalf of VA New York Harbor Healthcare System as to whether the VA New York Harbor Healthcare System chooses to participate or declines to participate in the project within 10 calendar days.
For more information, please refer to the MOU document posted on the R&D Website.
Staff Credentialing and Training

1. The PI is responsible for ensuring that all Research Team Members involved in the research activity meet the VA NYHHS HRPP credentialing and training requirements.  

2. All investigators and research staff must have all current educational requirement prior to initiating a research activity, i.e.  Training Requirements for Human Subjects Protection posted on the R&D web site as well as all mandatory trainings required by this VA facility and those required by your specific role in the research.
3. Any research personnel who perform independent clinical activities (judgment based independent of the research protocol) as part of their research activities will be allowed to conduct such activities only if they are credentialed and privileged to provide those activities on patients through VetPro – Federal Credentialing Program.  Verification of credentialing may be obtained through PRIV PLUS or by certification from the Medical Staff Office through a Resident Credentialing Verification Letter (RCVL) for medical residents.

4. All education that leads to a degree or certification, and any education or training that is relevant to the activities performed by the employee  must be documented and verified. 
5. All non-licensed employees under the investigator’s supervision who are involved in human research must have designated functions in the research described in a scope of practice statement that are consistent with the employee’s qualifications.  Scope of practice statements must be approved by the ACOS/R&D.  

6. Renewal Procedures:  As prescribed by VA ORD, research training must be updated annually. Annual is defined by calendar year so that certificates of training expires at the end of the following calendar year.  
7. A new individual must complete training within 30 days of initial appointment, and will need to renew training by the end of the next calendar year.  The R&D office will maintain all records of training and credentialing. The data is entered into the Manage your IRB (MIRB) database which is the official program used for monitoring the research protocol information maintained by the Research Office staff. A research protocol shall be considered delinquent if the PI has not renewed training by the beginning of the new calendar year. A protocol may be suspended for non-compliance if a PI does not renew training. Research team members who are non-compliant may not perform research activities until training requirements are met. 
IRB Review and Approval 

For VA research designated by ORD to be reviewed and overseen by VA Central IRB, all communications with the VA Central IRB are directed through the designated local liaison officer. An experienced member of the Subcommittee for Human Studies or local R&D Committee may be asked to review the protocol and render an opinion. Local Site Investigators can not initiate research activities in this facility until after being notified in writing by the ACOS/R&D of final approval from all relevant research review committees. 
Research applications to the VA NYHHS Subcommittee for Human Studies or Local IRB may receive the following actions:

1. Approval with no changes.
2. Contingent Approval.  Protocol requires minor revisions before approval can be given.   
3. Deferred.  The IRB determines that substantial modification or clarification of the protocol is required, or insufficient information is provided to judge the protocol application adequately.  The research may not proceed until the convened IRB has approved a revised application incorporating necessary information.

4. Disapproved. The IRB has determined that the research cannot be conducted at the NYHHS or by employees or agents of the VA NYHHS or otherwise under the auspices of the VA.
Contingent approvals may be sent initially by e-mail from the Committee Coordinator. Minor revisions stipulated in the IRB Contingent Approval memo is reviewed by the designated Local IRB reviewer. IRB approval is granted only after the PI satisfactorilly addresses all stipulations.  
The IRB’s approval is communicated through a written memo signed by the IRB Chair. The PI will also receive a stamped copy of the approved consent form document with the dates of IRB approval on each page, a copy of the signed VAF 10-1223 and the signed VAF 10-9012.

. 
Final approval is obtained after all relevant subcommittee approvals are granted. The PI is notified in writing of final approval by the ACOS/R&D.
Approval memos document the approval period for the study. The IRB must conduct a Continuing Review prior to the expiration date determined at initial review. Approval periods are based on the date of IRB review for all studies involving human subjects. The Investigator is responsible for timely submission of materials for continuing review. 
Investigator Responsibilities for Reporting
Reporting Adverse Events and Unanticipated Problems Involving Risks to Participants or Others

Investigators must report all unanticipated problems to the ACOS/for Research and IRB within five (5) business days of receiving notice of the event, if the event requires immediate intervention to prevent serious harm to participants or others. Investigators must report all other unanticipated problems occurring at the local VA research site and non-local VA research sites to the IRB as soon as possible but no later than ten (10) business days from the date of the event or from the date the investigator is notified of the event.

Examples of events that must be reported within 5 business days include but is not limited to the following:

a. Accidental or unintentional change to the IRB approved protocol that placed one or more participants at increased risk, or has the potential to occur again.

b. A change to the protocol made without prior IRB review to eliminate an apparent immediate hazard to a research participant. 

c. Interim findings and/or a safety monitoring report that indicate an unexpected change to the risks or potential benefits of the research in terms of severity or frequency.

d. Publication in the literature that indicates an unexpected change to the risks or potential benefits of the research. 

e. A complaint of a participant that indicates unexpected risks or that cannot be resolved by the research team.

f. Incarceration of a participant in the course of a study.

g. A change in FDA labeling or withdrawal from marketing of a drug, device, or biologic used in a research protocol.

h. A breach of a participant’s confidentiality or privacy that involves potential risk to that participant or others. 

i. All adverse events in FDA-regulated studies that are unexpected, and reasonably related to the study treatment or intervention regardless of whether they were on-site or off-site, serious or not serious. 

j. In FDA clinical trials, any unanticipated adverse device effect occurring during the investigation. [21 CFR 812.150(a)]

k. Any other event that indicates participant or others might be at risk of serious, unanticipated harms that are reasonably related to the research. 

Investigators also must promptly report the following events to the VA NYHHS Privacy Officer or VNYHHS information Security Officer, as appropriate, upon discovery of the event(s):

a. Unauthorized use, loss, or disclosure of individually identifiable patient information.

b. Violations of information security requirements.

Reports are submitted to the IRB Manager’s Office in writing using the Adverse Event Report Form.  The written report should contain the following:

a. Description of the event, including relevant dates.

b. Any corrective action, planned or already taken, to ensure that the possible unanticipated problems is corrected and will not occur again.

c. An assessment of whether any subjects or others were placed at risk as a result of the event or suffered any physical, social, or psychological harm and any plan to address these consequences.

d. Any other relevant information.

e. Any other information requested by the IRB Office.

Review of serious adverse events (SAEs) is of importance to the IRB in determining the risk versus benefit in an ongoing study. To facilitate this review it is important that the investigator fill out the  Adverse Event Report form, providing a meaningful analysis of the event and indicating whether the event is related to the experimental procedure and whether the event requires a change in the experimental protocol or the consent form.

(See Section on Adverse Event Reporting of the VA NYHHS HRPP Standard Operating Procedures.)
Protocol Development

The PI should design research studies so that the research will likely develop or contribute to generalizable knowledge and is responsible for ensuring that the research protocol at a minimum, includes enough information for reviewers to make determinations based upon the Criteria for IRB Approval of Research:

     a.  Science.  Is scientifically sound. 

     b.  Compliance.  Is in compliance with all local, VA and other Federal requirements.

     c.  Recruitment and Selection of Subjects.  Provides a plan for fair and equitable recruitment and selection of subjects. Recruitment materials must be consistent with the approved IRB protocol and not contain information that can be construed as coercive.
NOTE:  The requirement for a plan for fair and equitable recruitment and selection of subjects applies to both prospective and retrospective studies, including studies that use clinical or administrative databases or biospecimens.  

     d.  Risks.  Minimizes risks to the subjects;

     e.  Data and Safety Monitoring Plan for Prospective Studies.  Describes the data and safety monitoring plan for prospective studies.  The plan must include, but is not limited to, the following:

     (1)  What safety information will be collected including SAEs and problems (see VHA Handbook 1058.01);

     (2)  How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with subjects); 

     (3)  The frequency of data collection including when safety data collection starts;

     (4)  The frequency or periodicity of review of cumulative safety data;

     (5)  If not using a DMC, and if applicable, statistical tests for analyzing the safety data to determine if harm is occurring;

     (6)  Provisions for the oversight of safety data (e.g., by a DMC); 

     (7)  Conditions that will trigger an immediate suspension of investigational treatments, if applicable.  

NOTE:  The data and safety monitoring plan may vary depending on the potential risks, complexity, and nature of the study.  The use of an independent DMC should be considered if there are multiple clinical sites, the study is blinded, interventions are high-risk, vulnerable populations are included, or when required by the funding organization, FDA, sponsor, or other relevant entity.
     f.  Data and Safety Monitoring Plan for Retrospective Studies.  Describes the safety and monitoring plan for retrospective studies, including studies involving pre-existing data and biological specimens.  When applicable, the plan should include, but is not limited to, the following:

     (1)   A discussion with the subject of potential study outcomes that may have an effect on the subject’s health or well-being; and/or

     (2)   A procedure to determine when and how to notify individual subjects or their health care providers of findings that may affect the subjects’ health. 

     g.  Usual Care.  If the protocol involves “usual care,” includes a narrative section that clearly differentiates the study intervention(s) from “usual care” (whether the “usual care” is limited to one “arm” of the study or is being delivered to all study subjects).  When a study involves “usual care,” in the protocol the investigator must clearly designate the individual or entity (e.g., the appropriate research personnel versus a health care provider) responsible for relevant aspects of each treatment or service including, but not limited to, the following:

     (1)  Explaining potential risks and benefits of the treatment or service to the subject;

     (2)  Providing the treatment or service;

     (3)  Monitoring the treatment or service, as applicable;

     (4)  Reporting adverse events or unanticipated problems, as applicable; 

     (5)  Alerting the subject if there is a problem with the treatment or service (e.g., a newly discovered risk, a product recall); 

     (6)  Documenting the subject’s clinical course while receiving the treatment or service, as applicable.

     h.  Clinical Expertise.  If the investigator is not a clinician, when appropriate, has provisions for enlisting the services of a clinician with appropriate expertise and privileges to perform duties that may include, but not be limited to, the following:

 

      (1)  Reviewing the data, adverse events or unanticipated problems, and new study findings;   

      (2)  Making required decisions to protect the health of the subject (e.g., stopping the participant’s involvement in the study or determining when to notify the subject or the subject’s health care provider of information that may affect the health of the subject).

      i.  Privacy and Confidentiality.  To facilitate review of the protocol by the Privacy Officer, the investigator must either dedicate specific sections of the protocol to privacy and confidentiality, or the investigator must develop an additional document that specifically addresses all privacy and confidentiality issues in the protocol, and that will become part of the IRB protocol file (VA Directive 6601).  The description should be sufficiently specific for the reader to understand how this requirement will protect the subject’s privacy and the confidentiality of the data.  These procedures must be in compliance with all VA and other Federal requirements.  

     j.  Information Security Plan.  To facilitate review of the protocol by the ISO, the investigator must either dedicate specific sections of the protocol to information security, or the investigator must develop an additional document that specifically addresses all information security issues in the protocol, and that will become part of the IRB protocol file.  The plans must include, but not be limited to, clearly identifying:

     (1)  The data (original and all copies) storage location and its security systems;

     (2)  How the data will be transported from one location to another;

     (3)  Who will have access to the data and how they will access it; 

     (4)  All entities or individuals outside VHA to whom the data will be disclosed, and the justification for such disclosure and the authority;

     (5)  Who will be responsible for the security of the information;

     (6)   Mechanisms used to account for the information; and

     (7)  How and to whom a suspected or confirmed loss of VA information will be reported;

            

     k.  Special Safeguards.  When applicable, includes a narrative section that:

     (1)  Identifies any circumstances that may warrant special safeguards to protect the rights and welfare of subjects who are likely to be susceptible to coercion or undue influence; and 

     (2)  Describes appropriate actions to provide such safeguards.

     l.  Reuse of Data.  If the data will be reused in other studies, describes the research data repository in which the data will be stored.

NOTE:  There must be a research informed consent and a HIPAA-compliant authorization associated with the protocol unless these requirements are waived by the IRB.  If the IRB does not waive the requirements then the informed consent and HIPAA-compliant authorization content must include language on the uses and disclosures of the data as defined in the protocol as well as information on how privacy and confidentiality will be maintained and how the data will be secured.
The IRB Manager serves as a resource person for the PI when developing a protocol. The PI is also encouraged to consult with the facility’s Privacy Officer and Information Security Officer in providing the privacy, confidentiality and data security measures required of the research. To manage issues with conflict of interest and the development of Cooperative Research and Development Agreements (CRADAs) the PI may consult with the VA’s Regional Counsel.
Continuing Review of Ongoing Research Studies Involving Human Subjects

Continuing review must occur at intervals appropriate to the degree of risk , but no less than once per year as determined by the IRB. A reminder notice will be sent to each PI sufficiently in advance of the due date to allow time for preparation and submission of the report. This will be 3 months prior to the expiration date of the approval period. 
Progress Reports:
At Continuing Review the PI is expected to provide the IRB a report on the current status of the research project and amend protocol documents as applicable. All required items on the Continuing Review Submission form must be submitted at this time. The summary report or abstract must be updated to reflect the present time and not the status of the project at initial submission. 

A report on the enrollment status should include the following information:

1. The total number of participants enrolled into the study.

2. The total number of participants enrolled in the current reporting period.

3. The total number of participants withdrawn in the current reporting period.

4. The total number of signed consent forms for the current reporting period.

5. If screening patients sign consent, distinguish from screening consent forms vs. participants randomized.

6. If re-consenting patients during the current reporting period, the reason for reconsent.

7. Indication of VA/veteran status of participants who signed consent.

8. Indication of subjects who experienced adverse events, if any.

9. Gender and minority status of participants, if these information were collected in the study.

The Progress report should include the following:

1. An updated Research Staff Credentialing checklist to reflect the current members of the investigative team and the status of training and credentialing required for each.

2. Brief summary of the research findings to date including summary of subject experiences (benefits, adverse reactions). New scientific findings including review of recent literature during the review period if any. The PI may indicate in the progress report that a search revealed no new findings. Sign and date an updated abstract.
3. A current risk-potential benefit assessment based on study results.

4. Currently approved informed consent document including HIPAA Authorization document. If changes were made to the document, include a copy with tracked changes. 

5. A list of any adverse events that occurred during the previous review period and an assurance that all have been reported to the IRB.
6. Unanticipated problems involving risk to subjects and others. These include but are not limited to: incorrect dosages of medication, subjects not following research protocol instructions, patients inadvertently randomized to the wrong arm of the study, receiving the wrong drug number, etc.

7. Any complaints about the research. 

8. DSMB or DMC meeting summaries, IND, IDE and MedWatch reports or any reports of safety monitoring.

9. Protocol deviations and violations.
10. Reports on multi-center trials and any other relevant information, especially information about risks associated with the research.

11. Other pertinent information that might relate to subjects willingness to continue participation in the research.

12. Investigator compliance reports, if any. 

13. Any changes to the research which includes any of the following:

a. Protocol Amendments

b. Updated Research Staff Credentialing Form

c. Conflict of Interest Statement if any changes occurred during the review period.
d. Updated Scope of Practice Statements, if the duties of research personnel have changed.

e. Updated Human Studies Questionnaire, if applicable.

f. Updated Pharmacy forms with budget allocations indicated for the next review period.  
g. Any investigational brochure updates.

h. Advertisements

The report can include a summary of the research plan, the accomplishments to date, summary of subject experiences, the number of adverse events at this site vs. other sites in a multi-site study and any future plans for the study. If no subjects are currently enrolled the investigator should provide an explanation as to the likelihood of recruiting a participant into the study in the future plans.  A simple repetition of the initial summary of the project without any report of progress or future plans is not acceptable. 
A report is still required if the study has never been activated or if no subjects have been recruited for the past year. A report is required even if the study is closed to patient entry and is only being kept open for follow up.  
When drugs are involved in experimental studies, pharmacy service cannot continue to dispense the drugs unless the study has a current IRB approval. The IRB cannot approve continuation of a study unless the annual progress report has been received and is acceptable. If a progress report is overdue, the Chief of Staff (COS) may authorize Pharmacy Service to continue to dispense drugs for the study for one month for the sake of patient safety. Since there is a potential for harm to the research subject in a drug trial when the experimental medication is discontinued, the PI’s service chief, the COS and the Director will be notified that the progress report is overdue and that discontinuation of the experimental drugs is imminent prior to the actual termination of the prescription. The IRB Chair through the IRB Manager is responsible for the notification.

A reminder will be sent to the PI if the annual progress report is not received on time. A Research project is automatically placed on administrative hold when the continuing review does not occur within the timeframe set by the IRB (Source: VHA Handbook 1200.5 section 10.h).  If a study has not been approved for continuation by the IRB expiration date, new subjects cannot be enrolled in the study.  The PI is expected to know the date of the continuing review and is responsible for timely submission of all progress reports.

Changes in Approved Research 

Changes in approved research, during the period for which approval has already been given, may not be initiated without IRB and R&D Committee review and approval except where necessary to eliminate apparent immediate hazards to human subjects.  PI’s must submit requests for changes, including proposed changes to consent forms to the IRB and the R&D Committee in writing.  The proposed modifications should be submitted to the R&D Service with the appropriate R&D forms.  Where changes are implemented to eliminate immediate hazards to subjects, the PI must notify the IRB within 5 working days of making said changes.  All other changes must be submitted to the IRB for review and approval, prior to implementation.  If deviations from the approved protocol are discovered, they should be reported to the IRB and the R&D Committee as soon as possible.  The PI must also notify the IRB within 5 working days if the FDA withdraws the approval of an approved IND or IDE of if a study is suspended or terminated by the sponsor.  

Change of Investigators

A principal investigator who (a) resigns or is separated from the VA, (b) transfers to another VA facility, (c) changes employment status to less than 5/8 time, (d) or leaves the VA R&D program for any other reason, must submit a final report for study closure. If a new investigator wishes to assume the responsibility of the study, the new PI assuming the responsibility of the study must submit an application to the IRB for an initial review with all the applicable requirements

(For Investigator Responsibilities see Section 12 of the VA NYHHS HRPP Standard Operating Procedures.)

Study Closure
The IRB must be notified when a study is finalized. The Report of Findings should review the objectives of the study, the number of subjects screened for the study, the number of subjects entered into the study, the number of subjects who completed the study, the subjects withdrawn and AE's occurring at this site during the study and the conclusions of the study.
For studies involving the use of drugs or devices, the PI is responsible for ensuring that all investigational articles that were unused are either returned or destroyed prior to study closure. Confirmation of the completion of Close-Out procedures is made by the Research Pharmacist who is an Ex-officio member of the RDC. 
In the case of studies involving prolonged follow up after the intervention phase is ended, the study should not be terminated until after the follow up phase is ended.  

(See Section 12of the VA NYHHS HRPP Standard Operating Procedures.)
Records Retention.  All research records must be maintained in the facility in accordance with VHA's Records Control Schedule (RCS 10-1). If a PI leaves the institution the local research office is responsible for maintenance and storage of all records. The PI shall inform the Administrative Officer for R&D of the VA facility prior to close out procedures. If  electronic research records are maintained in the employee’s personal network folder, IRM should be notified for archiving procedures. 

All records must be accessible for inspection and copying by authorized representatives of VA, OHRP, FDA and other authorized entities at reasonable times and in a reasonable manner. The PI is responsible for notifying the R&D Office of any changes in the current location of storage of research records even after study closure. 

Administrative Hold. An administrative hold is a voluntary interruption of research enrollments and/or ongoing research activities initiated by an appropriate facility official, research investigator, or sponsor.

Note: Does not apply to interruptions of research related to concerns regarding the safety, rights, or welfare of human research subjects, research investigators, research staff, or others.
Suspension and Termination. These terms apply to research interruptions related to concerns regarding the safety, rights or welfare of participants, investigators and research team members or to others.
Suspension refers to a temporary interruption in the enrollment of new subjects or other ongoing research activities. Termination refers to a permanent halt in the enrollment of new subjects or other research activities.
Audit of Informed Consent

VA requires complete audits of informed consent documents for all research studies. The following are examples of informed consent noncompliance that should be reported:

· Lack of an informed consent document signed and dated by a subject.

· Use of an unapproved, unstamped, and/or outdated informed consent document.

· Initiation of study procedures prior to obtaining informed consent (only applies to subjects accrued in the last 12 months).

· Lack of proper Health Insurance Portability and Accountability Act (HIPAA) Research Authorization.

To facilitate the RCO’s work in completing these audits the investigators are required to submit all signed informed consent documents for review and scanning into CPRS  along with a log that includes all the information listed below. 
1. Name and SSN of each subject entered into the study for the period 

2. Date of entry of the subject into the study.

3. Indicate VA or non-VA status

4. Indicate gender (male or female)

5. Indicate any injury incurred from participation in the research

6. Indicate any subject withdrawn from the study and the circumstances of the subject withdrawal

7. Indicate vulnerable subjects enrolled

8. For patients with impaired decision-making capacity, indicate need for independent monitoring

Note: The list should include all individuals who signed an informed consent whether or not the participant was randomized.
Documentation of Informed Consent
Unless explicitly waived by the IRB, informed consent must be documented prospectively by the use of a written consent form approved by the IRB. The original signed and dated informed consent form must be filed in the PI’s research file for that subject. 

A VHA health record must be created or updated, and a progress note created for all research subjects (Veterans or Non-Veterans) who are admitted to VA facilities as in-patients, treated as outpatients at VA facilities, or when research procedures or interventions are used in the medical care of the research subject at a VA facility. A copy of the signed document must be scanned to the patients health record on the VA Computerized Patient Record System (CPRS). The research office facilitates the scanning of consent documents by Medical Records.

Issues in the Conduct of Research

Obtaining Informed Consent

The PI must obtain informed consent from participants or the subject’s legally authorized representative, prior to their enrollment into the research.  In obtaining consent the PI will ensure that subjects understand the information provided, have sufficient time to consider participation, and give their voluntary consent to participate in the research.

     (1)  Designating Responsibility for Obtaining Informed Consent.  If the investigator does not personally obtain informed consent then the investigator must formally and prospectively designate to another research team member in writing the responsibility for obtaining informed consent, whether or not a waiver of documentation of informed consent has been approved by the IRB.  Any person designated to obtain informed consent must receive appropriate training. 

     (2)  Version of Informed Consent Form.  The investigator or designee must use the most recent IRB-approved informed consent form stamped with the date of IRB approval.

     (3)  Circumstances Under Which Informed Consent is Obtained.  The investigator or designee must seek informed consent only under circumstances that provide the prospective subject or the LAR sufficient opportunity to consider whether or not to participate and that minimize the possibility of coercion or undue influence.

     (4)  Usual Care.  The investigator or designee must ensure the informed consent process clearly defines for the subject which potential risks are related to the research (38 CFR 16.116(a)(2) and, therefore, should be discussed with the research team, versus those associated solely with usual care provided by the subject’s health care provider.  The informed consent process should include language advising subjects to review the risks of the latter with their health care providers. 

     (5)  Documentation of Informed Consent.  When documentation of informed consent is required, the investigator or designee must ensure the documentation includes:

     (a)  The signature and date of signature of the subject or the subject’s LAR, and

     (b)  The signature and date of signature of the person obtaining the informed consent, and

     (c)  The signature of the witness and the date the subject’s or LAR’s signature was witnessed, when applicable.

     (6)  Storage of Signed Informed Consent Forms.  The investigator must ensure all original signed and dated forms are in the investigator’s research files and readily retrievable. When drugs are involved, a copy is sent to the Research Pharmacist.
Recruitment Incentives
The IRB must approve any and all recruitment incentives to investigator, physicians and other health care providers for identifying and/or enrolling subjects for studies that are conducted under the purview of the IRB.  The PI must disclose this information on the Human Subjects Questionnaire when a study is initially reviewed by the IRB.  The IRB reviews the recruitment incentives to assure that the incentive is nor coercive or unduly optimistic, creating undue influence for the researchers to recruit subjects into a study.
Payment to Research Subjects

The IRB reviews any financial or other form of payment to research subjects at the time of the initial protocol submission to assure that the amount is not coercive given the nature of the research or creates undue influence on the subject to participate.  The information is provided on Human Subjects Questionnaire and additional information may be required as needed.
Payments may not be provided to subjects on a schedule that results in coercion or undue influence.  The schedule, amount and conditions of payment must be stated on the informed consent form.

VA policy prohibits paying subjects to participate in research when the research is an integral part of subject’s medical care and when it makes no special demands on the subject beyond those of medical care.

Payment for research subjects may be permitted, with prior IRB approval, in the following circumstances.
1. No direct subject benefit.  When the study to be performed is not directly intended to enhance the diagnosis or treatment of the medical condition for which the volunteer subject is being treated, and when the standard of practice in affiliated, non-VA institutions is to pay patients in the same or similar situation.

2. Others being paid.  In multi-institution studies, where patients at a collaborating non-VA institution are to be paid for the same participation in the same study at the same proposed rate, the IRB may find that payment is appropriate.
3. Comparable situations.  In other comparable situations in which, in the opinion of the IRB, payment of patient volunteers is appropriate.

4. Transportation expenses.  When transportation expenses are incurred by the subject that would not be incurred in the normal course of receiving treatment and which are reimbursed by another mechanism.
Use of Vulnerable Research Subjects 

Vulnerable populations involved in research as listed in the Federal regulations include pregnant women and fetuses; prisoners; mentally disabled and those with impaired decision-making capacity; children; and economically and educationally disadvantaged persons. The VA NYHHS recognizes  VA employees and volunteers may be subject to undue influence and are thus potentially vulnerable to coercion. The PI must identify in his/her proposed research the potential for enrolling vulnerable subjects and include justification for including vulnerable subjects in the research proposal.

Patients who are at risk for impaired decisional capacity as a consequence of psychiatric illness, and are being asked to participate in a research study with greater than minimal risk, are identified and provided with an independent monitor who is a psychiatrist and not an investigator involved in the research study. The investigator may use a consent questionnaire to determine the subject’s understanding of the risks and benefits 
as well as the purpose of the research. The patient will be referred to the independent monitor and evaluated for consent capacity prior to being enrolled in the study. The monitor will document the assessment through an electronic note in the Computerized Patient Record System (CPRS) entitled “Decisional Capacity Review Note” following the assessment. This will include a note indicating that the patient is capable of giving fully informed consent. The independent monitor provides additional monitoring throughout enrollment in the study. The investigator will identify coverage for monitors in the absence of the designated independent monitor.  

If the independent monitor determines that the subject is capable of giving fully informed consent, this will be documented in the patient's clinical folder and an investigator can discuss the study with the patient and proceed with enrollment. The investigator will ensure no procedures or tests pertaining to the research study are initiated prior to evaluation by the independent monitor.

If the independent monitor determines that the patient is incapable of giving fully informed consent, the Pl must contact the legal representative. The legal representative must be informed about the nature of the study, and if willing, in the presence, of the monitor must sign the consent.

Even though the patient is not competent to sign or understand the consent, the nature of his/her involvement in the study must be explained to him/her and the assent of the subject must be obtained and documented. A subject who refuses to give assent cannot be included in a study.

(See Section 6 of the VA NYHHS HRPP Standard Operating Procedures.)

Privacy and Confidentiality 
The IRB serves as the Privacy Board for research at the VA NYHHS and is guided by the VHA Privacy Policy.  In order to approve research the IRB must ensure that the provisions to protect the privacy of subjects and to maintain the confidentiality of individually-identifiable data are in accordance with the requirements of Standards for Privacy of IIHI (HIPAA Privacy Rule), 45 CFR Parts 160 and 164, and other laws regarding protection and use of veteran’s information, including Privacy Act of 1974, 5 USC 552a; VA Claims Confidentiality Statute, 38 USC 5701; Confidentiality of Drug Abuse, Alcoholism and Alcohol Abuse, Infection with Human Immunodeficiency Virus (HIV), and Sickle Cell Anemia Medical Records, 38 USC 7332; and Confidentiality of Healthcare Quality Assurance Review Records, 38 USC 5705. 
The IRB determines whether there are adequate provisions to protect subject privacy and confidentiality by evaluating the methods used to obtain information about subjects; about individuals who may be recruited to participate in studies; the use of personally identifiable records, and the methods to protect the confidentiality of records.
The Privacy Officer reviews the following research documentation:

a. Human Studies Questionnaire

b. VA Form 10-1086 (informed consent document)

c. HIPAA Authorization

d. Protocol

e. Data Collection tool or other study forms

Collecting research data that includes subject identifiers and PHI requires a written HIPAA Authorization. If a written Authorization is not used, the investigator must request a Waiver of HIPAA Authorization from the IRB (HSQ Supplement).  

Use of Investigational Drugs 

Under FDA regulations, the investigator in a clinical trial is responsible for the conduct of the study and for leading the team of individuals coordinating the study.  These responsibilities include:
· Obtaining IRB approval and promptly reporting to the IRB changes in the research activity and all unanticipated risks to human subjects
· Obtaining informed consent from each subject

· Following the investigational plan

· Complying fully with the regulations

· Protecting the rights, welfare and safety of subjects

· Supervising the use of the test article 

· Maintaining accurate, current and complete records

· Disclosing relevant financial information.

Additional VA regulations for investigational drugs include VA Manual M-3, Part I, Chapter 9, which requires that all research comply with VA human subjects regulations, as well as with all applicable regulations and requirements regarding storage and security procedures for investigational agents.  
The following procedures must be followed must be followed for studies using an investigational drug, an approved drug used for an unapproved indication, or an approved drug used as a comparator in a study.

1. A VA Investigational Drug Information Record (VA Form 10-9012) must be completed by the PI, submitted to the R&D Service office and monitored by the R&D Committee.
2. Upon approval of the research by the IRB and the R&D Committee, a Report of Subcommittee on Human Studies (VA Form 10-1223) must be forwarded to the investigator and the Pharmacy Service.

· These two forms (VAF 10-9012 and VAF 10-1223) are sent to the Pharmacy Service.

(See Section 10 of the VA NYHHS HRPP Standard Operating Procedures.)
Use of Investigational Devices 

The PI shall permit an investigational device to be used only with subjects under the PI’s supervision.  Upon completion or termination of a clinical investigation or the PI’s part of an investigation, or at the sponsor’s request, a PI shall return to the sponsor any remaining supply of the device or otherwise dispose of the device as the sponsor directs.

FDA investigational device exemption (IDE) regulations require that the PI notify the sponsor and the IRB of any unanticipated adverse effect within 10 days of discovery.

Storing and Dispensing Drugs Used in Research Studies

All drugs used in the New York Harbor Healthcare System must be stored and dispensed by Pharmacy Service. This includes experimental drugs and FDA approved drugs used in research studies. After a study is approved, Pharmacy Service will accept the drugs involved in the study from the sponsor, store them, dispense them in accordance with the study protocol and keep the required records. An investigator is not permitted to store and dispense his/her own drugs or to bring experimental drugs to the NYHHS from another facility.
Investigator Concerns/Complaints
PI’s who have concerns or suggestion regarding the VA NYHHS’ Human Research Protection Program should convey then to the HRPP Institutional Official (i.e., the Hospital Director) or other responsible parties (e.g., the Chief of Staff or the ACOS/R&D) regarding the issue, when appropriate.  The Institutional Official will research the issue, and when deemed necessary, convene the parties involved to form a response for the investigator or make necessary procedural or policy modifications, as warranted.  In addition, the Chair of the IRB or the IRB Manager will be available to address investigators’ questions, concerns and suggestions.

Research Collaboration
Cooperative Studies of the Veterans Health Administration
The VA Cooperative Studies Program is the Division of VA Research and Development that is responsible for the planning and conduct of large multicenter clinical trials in the Department of Veterans Affairs. Information can be found at this website: http://www.research.va.gov/programs/csrd/csp.cfm
An investigator wishing to conduct such a study should contact the ACOS/R&D or AO/R&D.
The Coordinating Centers ensure that large clinical trials are scientifically sound as well as cost effective. The program's reach is extensive, with CSP annually overseeing some 60 cooperative studies at any one time; these studies are usually conducted over a 5-year period. VA CSP Headquarters assigns studies to one of five Coordinating Centers, which in turn provide statistical and methodological guidance to VA investigators conducting clinical trials. These Coordinating Centers are at the following locations: 

VA Medical Center, Hines, Illinois 
Director: Domenic J. Reda, PhD

VA Medical Center, Palo Alto, California 
Acting Director: Mark Holodniy, MD 

VA Medical Center, Perry Point, Maryland 
Director: Joseph F. Collins, ScD 

VA Medical Center, West Haven, Connecticut 
Director: Peter Peduzzi, PhD 

VA Medical Center
Boston, Massachusetts
Director: Louis Fiore, MD, MPH 

A sixth center, unique to CSP, is the Clinical Research Pharmacy, located in Albuquerque, New Mexico. If a study involves drugs or medical devices, the pharmacy center provides input into the design of the study and is responsible for drug-related activities such as developing the drug handling protocol, negotiating with pharmaceutical companies, and packaging, distributing and accounting of drugs. The pharmacy contact information follows. 

VA Medical Center, Albuquerque, New Mexico 
Director: Mike R. Sather, PhD, FASHP

Facilities and Affiliate Universities 

The VA NYHHS consists of the Brooklyn VA, the Manhattan VA and St. Albans Long Term Care Facility, the Chapel Street Center, the Harlem Center, the Sotho Center and the Staten Island Center.   The NYHHS IRB is an independent IRB registered with the Office for Human Research Protections (OHRP) and operates under its Federal Wide Assurance (FWA) of compliance with HHS regulations for the protection of human subjects. All research involving human subjects, that is conducted completely or partially in VA facilities, conducted in approved off-site locations, facilities, and/or conducted by VA researchers while on official VA duty time regardless of funding source, must be reviewed by the VA IRB (VHA Handbook 1200.5) for approval.  

The NYHHS is affiliated with the New York University (NYU) School of Medicine and the State University of New York (SUNY) at Downstate. 

Appendix A: Contact Information
For further information regarding the IRB submission process, the conduct of your research and any questions related to research, you may contact the following individuals: 

Stanley  John, M.D.

Stanley.john@va.gov 
IRB Manager

Phone:  212-686-7500 x 4455

Room:  18093-S (NY)

Leslie Dowers


leslie.dowers@va.gov 
Administrative Officer, Brooklyn Campus

Phone: 718-836-6600 x 3838

Fax: 718-630-3796

Room 3-310 (BK)

Robert Meci


Robert.meci@va.gov 
Administrative Officer, New York Campus

Phone: 212-686-7500 x 7474

Fax:  212-951-3468

Room:  18047-S (NY)

Mohamed Boutjdir, Ph.D.
mohamed.boutjdir@va.gov 
Associate Chief of Staff, R&D

Phone: 212-686-7500 x 7470 (NY)

Phone: 718-836-6600 x 3645 (BK)
Marna Abarientos

marna.abarientos@va.gov
Research Compliance Officer

Phone: 212-686-7500 x 7443

Fax: 212-951-3321

Room: 16-066S (NY)

Kathleen Gaine, RN

Kathy.gaine@va.gov
Research Integrity Officer

Phone: 718-836-6600 x 3566 

Designated VA Central IRB Liaison Officer:  Stanley John (see above)
Appendix B: Web Resources
The links below provide access to relevant guidance and information on human subjects research as well as forms required for IRB protocol submission:

Statements of Ethical Principles

The Belmont Report
Declaration of Helsinki (2002 version)
The Nuremberg Code
Guidelines and Regulations
VA NYHHS Human Research Protection Program Standard Operating Procedures
CFR 21, Chapter 1, Part 50
The Common Rule
CFR 38, Part 16
CFR 45, Subpart A, Section 46
VA Manual, M‑3, Part 1, Chapter 9
VHA Handbook 1200.5: Requirements for the Protection of Human Subjects in Research
Informed Consent Checklist
Banking Of Human Research Subjects Specimens
Options for Fulfilling VA Research Mandatory Training
Protocol Forms

Request to Review Research Proposal/Project


VA From 10‑1086: Consent Form
VA Form 10‑9012: Investigational Drug Information
Financial Conflict of Interest Statement for Research
VA Form 10-0398: Research Protocol Safety Survey
VA Form 10-5368 Investigator Data 

R&D Form: Budget Page
R&D Form: Research Staff Credentialing Form
R&D Form: Addition of Staff

Pharmacy Approval Form

Human Studies Questionnaire

Request for Continuation of a Project (progress report)
Request for Continued Approval of Human Use Form
Certificate of IRB Exemption

Request for Expedited Review

Adverse Event Report Form

MIRB Form: Serious Adverse Event IRB Submission Form

MIRB Form: Protocol Amendment IRB Submission Form

MIRB Form: Miscellaneous IRB Submission Form

Human Subject Enrollment Log
VA Form 10-0436 Application for Off-Site Tissue Banking Waiver
Appendix C:  FWA

Federal Wide Assurance (FWA) Information
Replace this page with a

Current copy of the approved FWA 

Please contact:

Stanley John/IRB Manager
NY  212-686-7500 x 4455
Or click on this link:

http://ohrp.cit.nih.gov/search/fasurdtl.asp?ASURIDENT=FWA00001881

Appendix D: Research and Development Committee (R&D) Roster
Replace this page with a

Current roster of the R&D Committee

Please contact:

Ginger Pettaway @ 212-686-7500 x 7470

ginger.pettaway@med.va.gov
Appendix E:  Subcommittee for Human Studies (IRB) Roster
Replace this page with a

Current roster of the IRB Committee

Please contact:

Sheila Sumrell @ 212-686-7500 x 7475

sheila.sumrell@med.va.gov
Appendix F: Subcommittee for Research Safety (Biosafety) Roster
Replace this page with a

Current roster of the Safety Committee

Please contact:

Ann Marie Klekman @ 718-836-6600 x 3835

annmarie.klekman@med.va.gov
Appendix G: Quality Assurance Quality Improvement Subcommittee for Research Roster
Replace this page with a

Current roster of the Research QAQI Committee

Please contact:

Marna Abarientos
Research Compliance Officer

BK 718-836-6600 x 4226

NY 212-686-7500 x 7443

marna.abarientos@med.va.gov
Appendix H: Calendar of Events

Replace this page with  

The current calendar of committee meetings

Please contact:

Robert Meci 212-686-7500 x 7474

Or

Leslie Dowers 718-836-6600 x 3838

or

visit the R&D website  
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