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DISCLAIMER:

This document is an information guide.  It does not contain all of the information contained in the HSS policies and procedures and the Human Research Protection Program.  For complete information, these documents can be accessed through the research website at http://www.research.hines.med.va.gov.

This document will be updated as policies and procedures are updated.  Please contact the Human Studies Office with any questions. 

Background

The Research and Development (R&D) Committee and Human Studies Subcommittee (HSS) are entrusted with the responsibility of insuring that research at Hines VA Hospital/North Chicago VA Medical Center is conducted under the most rigorous ethical standards in order to assure the protection of the rights, welfare, and safety of the veteran patients.

The HSS is a subcommittee of the Research and Development Committee. Following approval by the HSS, projects are forwarded to the R&D Committee for scientific and administrative review.  The Human Studies Office forwards approvals to the R&D Coordinator for transmittal to the Principal Investigator once all subcommittee approvals are obtained.  No research project, regardless of the review category, may begin until R&D approval is obtained.

DEFINITIONS

Research is defined by the federal regulations as "a systematic investigation, including research, development, testing and evaluation, designed to develop or contribute to generalizable knowledge."[45 CFR 46.102(d)]
Research, as defined in the VHA research handbook, is 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.  NOTE:  The FDA definition of research differs according to the applicable regulations.

Human Subjects are defined by the federal regulations as living individual(s) about whom an investigator conducting research obtains (1) data through intervention or interaction with the individual, or (2) identifiable private information [45 CFR 46.102(f)]. The definition of human subject provided in the Federal Policy is expanded to include investigators, technicians, and other assisting investigators, when they serve in a “subject” role by being observed, manipulated, or sampled.

Purpose of Human Studies Subcommittee (HSS)  

[Also referred to the Institutional Review Board (IRB)]
The purpose of the Human Studies Subcommittee (HSS) is to safeguard the rights and welfare of human subjects involved in research at Edward Hines, Jr. VA Hospital and North Chicago VA Medical Center. Research protocols are reviewed to determine if the rights and welfare of human subjects involved in research are adequately protected, to assure that the benefits to an individual outweigh the potential risks to him or her, to review the process and documentation of effective informed consent or assent, and to assure that consent/assent is obtained by methods that are adequate and appropriate. The Committee is also charged with the responsibility of reviewing the research at timely intervals appropriate to the degree of risk, but at least annually, and taking all other actions necessary for the protection of human subjects involved in research.

The functions of the HSS are guided by the federal regulations, 21 CFR 50, 56, and 312, 45 CFR 46 and 38 CFR 16, and by the ethical principals outlined in the Belmont Report . 

Principal Investigator Responsibilities:

The Principal Investigator is personally responsible for the conduct of the study and for any and all actions of study personnel under his/her supervision.  The safety and welfare of the research subject ultimately rests with the Principal Investigator.

Responsibilities of the Principal Investigator are set forth in the International Conference on Harmonization (ICH) Guidelines for Good Clinical Practice (GCP) and by expectations of Hines and North Chicago Human Studies Subcommittee.  The investigator and the research team are required to comply with the policies and procedures in the HSS approval documents and to cooperate with members of the HSS charged with approval and continuing review of the project.

The Principal Investigator (PI) is responsible for:
a. 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. 

b. Implementing the research study. This includes protocol design that must minimize risks to subjects while maximizing research benefits; ensuring that all members of the research team have successfully completed the required human subject protection training; ensuring that all members of the research team comply with the findings, determinations and recommendations of the IRB; ensuring the adequacy of the informed document and informed consent process. 

c. Complying with the responsibilities as described in the HRRP and the IRB SOPs. 

d. Assuring compliance with all federal regulations. 

e. Being qualified by education, training and experience to assume responsibility for the proper conduct of the study. 

f. 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). 

g. 1) conducting the study according to the investigational plan (study protocol and IRB stipulations), institutional policies, VA regulations, other federal and state regulations; 2) fiscal management; 3) training and supervision of study personnel, residents and students; 4) terms and conditions of the grant/contract; 5) financial disclosure; 6) submission of all required reporting (i.e. adverse events, continuing review; 7) FDA requirements such as compliance with the statements on the Form 1572; 8) maintaining accurate study records, and 9) maintaining control of all test articles. 

h. 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. 

i. Informing the IRB of any financial conflict of interests pursuant to the Research Service Conflict of Interest (COI) policy. 

j. Obtaining IRB review and approval prior to the initiation of the study. 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. 

k. All trial related medical decisions. This includes 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. 

l. Keeping the IRB informed of the study’s progress after approvals. 

m. Documenting participation in a research study in the "Progress Notes" section of the participant’s medical record (either paper or electronic), and electronic flagging if appropriate, and as available at the facility. 

Investigational Drugs, Biologics and Devices

Use of Investigational drugs, biologics and devices must be conducted according to applicable FDA and VA regulations.

Prior IRB and R&D approval is required before initiation of the study.

Please refer to the facilities policies on Investigational Drugs, Biologics and Devices.

Protocol Submission:

All research involving human subjects must first be reviewed and approved the Human Subjects Subcommittee (HSS).  

Note that retrospective chart reviews are considered research.  In addition, some QA/QI studies are research and must obtain the appropriate approvals prior to initiating the project.  The HSS does not have the authority to grant retroactive approval.

All research personnel must first have current education and credential verification as required by VACO.  Educational components are:  human subjects protection training and Good Clinical Practice training.  This education must be updated annually.  Certificates of completion must be forwarded to the Human Studies Office.

The process begins by submitting an application for review.  There are three committees that must receive project submission forms, the R&D, Research Safety Subcommittee and HSS.  The forms are submitted at the same time and are distributed to the appropriate committee.  Each Committee receives separate completed forms.  These forms are:  Part I, the Request to Conduct; Part II, the Research Safety Subcommittee application; and Part III, Appendix A for the Research Involving Human Subjects.  
An investigator must complete and submit all three forms  (Part 1, Part II and Part III), plus applicable appendices, to begin the process for approval.

Forms are available on the research website: http://www.research.hines.med.va.gov/forms/title.htm.  The forms for the human studies submission packet can be accessed through the link, or by directly clicking the link from the Research Service web page.

The Human Studies (IRB) application is Part III, (Appendix A).  The form must be filled out completely for the HSS to be able to assess the project.  At minimum, the following information should be included:

1) A relevant review of the literature (Rationale)

2) Proposed hypotheses  (Purpose and Objective)

3) Subject sample with inclusion and exclusion criteria (Note: Current Federal and VA regulations require that whenever possible and scientifically desirable, researchers should include women and minorities in their research, especially in population-based studies.  If these populations are excluded or inadequately represented, the investigator must provide a compelling rationale for the exception.  Attention must be paid to issues of research design and sample size related to the composition of the study population by gender and race/ethnic group).

4) Methods, procedures, and the anticipated risks associated with participation

Data analysis plans, including adequate methods for maintaining the confidentiality of subjects.  The research plan must make adequate provisions for monitoring the data collected to ensure the safety of subjects (38 CFR 16.111(a)(6)).  The plan may include establishing a Data Safety and Monitoring Board (DSMB) or a Data Monitoring Committee (DMC) as required by DHHS or FDA policy, and a plan for reporting DSMB or DMC findings to the IRB.  The plan needs to include procedures for reporting adverse events.

If the study involves an investigational drug, or is a new use of an approved drug, an investigator’s brochure or equivalent is required.

Incomplete submissions will be returned to the Investigator and may result in a delay in review of the project.  

Applications received for full review by the deadline will be placed on the next agenda.  Investigators may be asked to attend the HSS meeting to provide information or to discuss potential issues.

Applications received requesting expedited or exempt review will be reviewed by the Chairman.  If the application does not meet the criteria for expedited or exempt review, it will be placed on the next agenda for full board discussion.  

Investigators may receive notification of conditional approval from the HSS.  Once the conditions are met, the HSS staff will forward all final approval documents to the R&D Coordinator.  Final approval for research projects will be sent out by the Chair of the R&D Committee.

NO RESEARCH MAY BEGIN WITHOUT THE APPROVAL OF THE R&D COMMITTEE.

Conflict of Interest

Part 1 includes the Hines/North Chicago Conflict of Interest statement.  Conflict of interest may occur when the Investigator(s) have financial interests in the sponsor or in the investigational drug, device or biologic.  There are also conflicts when the investigator acts as both study investigator and primary physician, is listed on publications and/or has a conflict because of his/her position within the facility.  Please read the statement carefully and contact the Administrative Officer for Research for a copy of the conflict of interest policy.

Guidance on Informed Consent:

The informed consent process is an ongoing process that begins with the initial presentation of the research to the prospective participant by the investigator or his/her appropriate designee.  The project must be presented to the participant or his/her legally authorized representative, in a language that is understandable to the participant or representative.  The research participant must give consent without coercion or undue influence.  Adequate time should given for the participant to ask questions and give his/her participation careful consideration.  Informed consent must be obtained prior to entering a subject into a study and or conducting any procedures required by the protocol.  Consent is documented by signing the consent form, unless some elements of informed consent have been waived by the IRB.

Please note that the HSS has the authority to require a Human Studies staff member or Committee member to observe the consent process.

It is expected that an assessment be made by the investigator or designee of the participant’s capacity to consent to a research protocol.  If surrogate consent is sought, the following criteria must be met:

a) Justification that the research can't be done on competent subjects;

b) Justification that there is no risk to the subject, or if risks exist, the direct benefit to subject is substantially greater;
c) Assurance that, if any incompetent subject resists s/he will not have to participate.  A plan to identify when resistance should be submitted with the protocol or request for approval of surrogate consent;
d)
If there exists any question about the subject's competency, the basis for decision on competency has been fully described according to current VA regulations.  Currently this regulation is 38 CFR and is incorporated into the VHA Research Handbook which states:  Procedures have been devised to assure that participants' representatives are well-informed regarding their roles and obligations to protect incompetent subjects.  Health care agents (appointed under DPAHC's) and next-of-kin or guardians must be given descriptions of both proposed research studies and the obligations of patients' representatives.  They must be told that their obligation is to try to determine what the subject would do if competent, or if the subject's wishes cannot be determined, what they think is in the incompetent person's best interests.  The following individuals authorized under local law as a legally authorized representative are:  1) Patient’s guardian, 2)  Spouse, 3)  Parent and 4)  authorized agent holding Power of Attorney for Healthcare.

· Refer to the VHA Handbook 1200.5 for more specific information

The Principal Investigator may delegate the duty of obtaining informed consent to other study personnel provided:  1) Those duties fall within the scope of practice for which the individual is licensed or certified, and has been awarded clinical privileges by the institution.  2) The individual is familiar with the purposes, methods, and procedures of the protocol. 3) The individual has been so designated within the project and approval for the individual’s responsibilities have been obtained from the HSS.  This approval may be obtained through an amendment or at initiation of the project as designated in the Appendix A.

Delegation of duties to other individuals does not release the Principal Investigator from responsibilities for the safe and proper conduct of the protocol.

Guidance on Informed Consent Forms

The informed consent document must be the VA Form 10-1086, approved by the IRB and signed by the subject or the subject’s legally authorized representative, except in cases where the documentation of informed consent is waived by the IRB.  Please note that prior approval must be obtained by the IRB to allow the participant’s legally authorized representative.

The consent form must include all eight basic elements of information as set forth in VA and other Federal regulations, and not include exculpatory language, waive any of the patient’s legal rights, or release, or appear to release the investigator, sponsor or institution for liability from negligence.   There are additional elements of information that may be required by VA and other federal regulations.  

If there is payment to the participant, all information concerning payment, including the amount and payment schedule, must be included in the consent form.

The Human Studies Office has a consent checklist available to assist in ensuring all the essential elements are included.

Informed consent must be documented by the use of a written consent form and signed by the subject or the subject's legally authorized representative, unless this requirement has been waived by the IRB.  All pages of the form must be initialed by the subject or representative. The form must be dated and signed by a witness who is unrelated to the study. The original signed consent form must remain in the patient's medical record and copies (1) must be retained in the experimental research file under conditions of confidentiality and (2) must be sent to the IRB which will review and file them under conditions of confidentiality.  

A progress note should be added to the Medical Record documenting the patient’s agreement to participation in the research study.  This documentation should be completed in a timely manner.

At the Hines facility, the electronic medical record must also be flagged with the study name, enrollment date and study physician contact number, unless the research is a one time, visit, such as a blood draw or testing that is completed within the same day.  

It is expected that North Chicago will implement the flagging of research participants when the option becomes available VA wide.

Under certain circumstances, oral informed consent may be used.  A short, written summary document incorporating the required elements of informed consent presented orally to the subject or the subject's legally authorized representative will be given to the participant or the legal representative.  When this method is used, there will be a witness to the oral presentation who is not a study team member. This process includes the following:  A) The IRB will approve a written summary of what is to be said to the subject or the representative. B) Only the short form itself is to be signed by the subject or the representative. 

RECRUITMENT OF SUBJECTS

The protocol submission must include the plan for how participants will be recruited (from where, by whom, referral practice, etc in accordance to HIPAA). 

All advertisements, written, audio or video, must be approved by the HSS.  

Method (i.e. gift certificate or check) and amount of compensation given to participants must be identified in the submission packet.

Payments to investigators or other health care professionals for recruitment, identifying or enrolling participants must also be identified in the submission packet.

Site specific policies and format for recruitment advertisements are available.

Please refer to Hines Policy: 578-02-151-003

Please note the FDA recruitment guidance does not take into consideration the HIPAA Privacy rule.  Refer to web links for additional information on HIPAA.

An authorization or an approved waiver of authorization may be required prior to the investigator beginning the recruitment process.

Recruitment of Non-Veterans as research Participants

Non-veterans may be entered into VA-approved research studies only when there are insufficient veterans available to complete the study in accordance with 38 CFR 17.45 and 38 CFR 17.92.

All regulations pertaining to the participation of veterans as research subjects including requirements for indemnification in case of research-related injury pertain to non-veteran subjects enrolled in VA-approved research.

A letter of request (sample available on website), with justification and copies of the research protocol and IRB approval documents is routed through the research office to the Hospital Director.  If the Director approves the request, a non-veteran may be enrolled in the project.

VULNERABLE POPLUATIONS:

Vulnerable populations as listed in the Federal regulations include:  


a.  Pregnant women and fetuses; 


b.  Prisoners; 


c.  Mentally disabled and those with impaired decision-making capacity;


d.  Children; and 


e.  Economically and educationally disadvantaged persons.

The federal regulations apply additional protections to these populations.  Refer the VHA Research Handbook 1200.5, and the HSS SOPs, for restrictions for inclusion of these individuals in research at the Hines and North Chicago facilities.

Please note that protocols may include individuals from c and e from above.  In this case, the research plan must address the specific issues relating to these individuals.

If a participant becomes incarcerated during the course of the research, research may not be conducted, or data collected on this individual participant.

Privacy and Confidentiality of Participants

The privacy and confidentiality of research must be protected.

In Part III (Appendix A), the section regarding maintaining the confidentiality of participant information is expected to be completed.  Methods used to collect information about participants, and provisions for protecting the confidentiality of the research data must be identified.

DUAL ENROLLMENT

In general, subjects may not be enrolled in more than one interventional or long term observational study at a time.  

For some studies with long-term follow-up, this may limit a subject’s ability to enroll in other research.  Thus, investigators may petition the IRB for permission to dual enroll.  Both principal investigators must sign a letter of agreement for dual enrollment.  These letters may be specific to a patient or a study.  

AMENDMENTS:

An amendment is any change to the project or consent form as originally approved by the IRB.  All amendments require approval prior to implementation, unless the change is to eliminate an immediate hazard to participants.

Prior approval is required before changes to the approved protocol procedures, consent forms or, recruitment materials are implemented.  

To request an amendment, the Investigator completes the amendment form, including justification of the change.  Any documents supporting the change such as revised consent, protocol, Investigator’s brochure, advertisement or other documents must be attached to the request.  

The amendment may be approved either by expedited criteria if applicable, or at a fully convened meeting.  The investigator will receive a VA form 10-1223 and cover letter in response to the amendment request.

ADVERSE EVENT REPORTING

An Adverse Event (AE) is any reaction or undesirable event that occurs in conjunction with the use of a drug, biologic product, diagnostic agent, medical device, experimental procedure, or even accepted medical treatment (if part of a research protocol), whether or not the event is considered related to the drug treatment or procedures.  Such events may be psychological, emotional, social and/or physical and include any illness, sign, symptom, or clinically significant laboratory test abnormality that has appeared or worsened during the course of the experimental study regardless of causal relationship to the drugs and procedures under study.   For observational studies (e.g. chart reviews, data base studies, surveys), deaths, life-threatening events or hospitalizations need not be reported as AEs.  Any AE directly or indirectly related to the study, such as loss of confidentiality or emotional trauma are still reportable.

Serious Adverse Events (SAE): A serious AE is one that meets the following criteria:  death, life threatening, hospitalization or prolonged hospitalization, disability, congenital anomaly, and/or requires intervention to prevent permanent impairment or damage,
Other events, incidents, and/or noncompliance that must be reported include: Problems involving conduct of a study or subject participation such as deviations from the approved protocol, protocol violations or problems with the consent process.

Reporting Requirements:  

A.
All local serious adverse events (SAE) events must be reported to the HSS in writing within 48 hours.

B.
All local non-serious adverse events must be reported to the HSS not less than semi-annually.

Adverse events are reported by completing an Adverse Event reporting form.

Multiple events should be reported by the PI or Coordinator completing and forwarding a grid with the following information:

	ID/Initials
	Event

description
	Gender

Age
	Study Related
	Initial or f/u report
	Event Date
	Enrollment date


All adverse events should be followed to resolution.

CONTINUING REVIEW

All studies are reviewed at least annually.  Some projects will be reviewed more frequently because of the degree of risk to subjects or other reasons.   The Continuing Review Form and Project Data Sheets are sent to the Investigator approximately 45 days prior to the renewal date of the project. 

It is expected that the continuing review for will be completed in it’s entirety and returned to the Human Studies Office by the requested date.  If these forms have not been returned by the designated date, approval of the project may expire and all research activity must cease.  Non-compliance may result in an internal audit and  possible suspension of the study.  

Upon completion of a project, a request for closure must be submitted.  The continuing review packet must be completed with the appropriate information and an updated progress report submitted.   

The continuing review packet will include  

(a)  Brief summary of the research methodology and procedures;


(b)  Number of subjects entered and withdrawn (including the reason for withdrawal) for the review period and since the inception of the research project;


(c)  The gender and minority status of those entered into the protocol;


(d)  Number of subjects considered as members of specific vulnerable populations;


(e)  A copy of the current stamped consent document for the IRB to review; and a blank copy to be stamped if approved.

 
(f)  A copy of the current HIPAA Authorization document, if separate from the informed consent;


(g)  Information that may impact on the risk benefit ratio such as AEs, unanticipated problems, and complaints regarding the research; 


(h)  Research findings to date, if available;


(i)  Summary of the DSMB or DMC meetings (if applicable) or findings based on information collected by the data and safety monitoring plan submitted in the initial proposal; 


(j)  An assurance that all SAEs and AEs have been reported as required; and


(k)  New scientific findings in the literature, or other relevant findings, that may impact on the research.


(l)  A summary of all amendments submitted over the last approval period

Continuing review of projects may include an audit of all consents submitted to the HSS Office.   A random sample of the patients medical records may be reviewed for appropriate documentation of informed consent, progress notes and flagging as a research subject.   Some subjects may be interviewed to ensure they received a copy of the consent and for feedback regarding their research experience.  

If approval expires, the research is automatically suspended.  
If the study has active participants and the approval expires, and research activity suspended, the PI must submit to the IRB Chair, a list of research subjects for whom suspension of the research would cause harm.  The IRB Chair, with consultation with the COS, will determine if the subject may continue in the research.

Full IRB review and re-approval must occur prior to re-initiation of the research. 

INVESTIGATOR AUDITS:

Investigators must sent copies of external review/audit reports from external sources (i.e. CSP audits, FDA, sponsor) to the HSS.  

Authorized representatives from the IRB will conduct routine audits of Principal Investigator’s research files to assure compliance to local and federal regulations.

Audits will be conducted for three reasons:

1. Cause:  If there are allegations of misconduct or noncompliance, or there have been previous infractions, an audit of an investigators files may be requested. 

2. New Investigator: Audits of new investigator files will be completed to aid in education and training.

3. Random: Random audits may be performed to reinforce education and to assure investigator compliance.

Investigators will be notified at least two weeks in advance of a new investigator or random audit.  Investigators may not be notified for cause audits.  

An exit interview will be conducted with the study coordinator and principal investigator.  This interview will provide a verbal summary of audit findings.  A written summary report will follow.

The IRB will be notified of the results of the audit at the next scheduled meeting.

Investigator audits will include but are not limited to:  1) Inclusion and exclusion criteria are met;  2)  All subjects are consented fully prior to entering the study;  3)  The informed consent process is observed;  4) Investigator records are properly maintained.

HIPAA

All IRBs and researchers must continue to adhere to the mandates of the Common Rule while implementing the requirements of the HIPAA Privacy Rule.  

The Privacy Rule requires that an authorization, containing elements enumerated in the Privacy Rule, be obtained from research subjects, unless the researcher has obtained a waiver of authorization from an IRB.  

a) If you intend to screen for potential participants through a database search, or IRM, or clinic files, or by referral, you must request a waiver of the HIPAA requirements.  You may request a partial waiver for screening/recruitment purposes.  There are forms available to complete. Please be sure to provide adequate information so the HSS can evaluate the request properly, according to the law.

b) Retrospective chart reviews also require a request for waiver of the HIPAA requirements.

c)  HIPAA language must be included in a separate Authorization form and not imbedded in the consent form.  

Authorizations

Authorization forms:  To ensure that a research program can continue recruiting subjects, researchers must use the official VA approved authorization template in conjunction with the previously approved informed consent.  This form contains language that the VHA Office of General Counsel has determined is necessary for compliance with several privacy laws to which the VHA is subject.  Please note that sponsors can not add their language to the form because they are not the covered entity.  

Waivers of Authorization

The second critical element that must be addressed to ensure uninterrupted research within VHA is a procedure for the IRB to grant waivers.  The following is the recommended procedure, including templates that can be employed by researchers and IRBs to comply with the provisions of the Privacy Rule.

To use or disclose a patient’s identifiable health information for research based on a waiver, a VHA researcher must have documentation of a waiver from the IRB.  To obtain the waiver, the researcher must provide adequate justification to the IRB to allow the IRB to make its determination.  

The IRB may receive a request for waiver of authorization for new studies that are submitted after April 14, 2003 or for an existing study that does not meet the transition provisions (i.e., is not “grandfathered” under the Privacy Rule).  In either case, the board may use either normal review procedures (38 CFR 16.108(b)) or expedited review procedures (38 CFR 16.110) as defined in the Common Rule.  In any circumstance, the criteria for granting the waiver remain the same.  The IRB must determine that a request for a waiver of authorization satisfies all the following criteria:

1. The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements:

a. An adequate plan to protect the identifiers from improper use and disclosure

b. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and

c. Adequate written assurances that the requested information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule;

2. The research could not practicably be conducted without the waiver or alteration; and

3. The research could not practicably be conducted without access to and use of the requested information.

 Web-Links

· Research home page: http://www.research.hines.med.va.gov/
· GCP Training: http://www.va.gov/resdev/fr/stand_down/default.cfm
· HIPAA Guidance:

http://www.va.gov/resdev/fr/hipaa.cfm
http://www.hhs.gov/ocr/hipaa/guidelines/research.pdf
http://privacyruleandresearch.nih.gov
· NCQA standards: http://www.ncqa.org/Programs/QSG/VAHRPAP/vahrpap.htm
· Belmont Report: http://ohrp.osophs.dhhs.gov/humansubjects/guidance/belmont.htm
· FDA:  http://www.fda.gov
· OHRP:  http://ohrp.osophs.dhhs.gov/
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