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	Section Number 1.0
	Section

PURPOSE

	
	To establish policy and guidance related to the reporting of all study site-monitoring visit results, e.g. pharmaceutical companies and Contract Research Organizations (CROs).  These site visits may be routine or conducted for specific causes.  It is imperative that the appropriate Research Service Staff is notified of these visits and informed of any serious findings or issues of concern that result from the monitoring visits.  




	Section Number 2.0
	Section

REVISION HISTORY
	

	Date: 
	March 12, 2007
	

	Rev. No.
	1.0
	

	Change No.
	Changes In This Document
	Reference Section(s)

	1. 
	Reporting of All Study Site-Monitoring Visit Results SOP has been converted to a new format.  Annual Review.
	Not Applicable

	2. 
	In the section on Procedures, a memorandum is to be issued to all monitors stating that they are to complete the VHA Privacy Training annually.  Documentation of completion must be kept by each PI with a copy forwarded to the AO for Research
	7.0

I.C

Page



	Section Number 3.0
	Section

PERSONS AFFECTED

	3.1
	Research Principal Investigators

	3.2
	Study Staff including Research Coordinators and Data Managers 

	3.3
	IRB Chair, Members, Alternates, Primary Reviewers

	3.4
	IRB Coordinator, IRB Support Staff

	3.5
	Research Service Administrative Officer

	3.6
	Pharmacy Service (Research Pharmacist, Hematology/Oncology Pharmacist)

	3.7
	Pharmaceutical Company or Contract Research Organizations (CROs) Monitors


	Section Number 4.0
	Section

POLICY

	
	The policy of the VA New Jersey Health Care System (VA NJ HCS) is to ensure that:

	4.1
	All site monitoring visits by a pharmaceutical company or Contract Research Organizations (CROs) are recorded.

	4.2
	If any serious concerns are identified corrective measures must be put in place and the concerns and responses will be reported in accordance with this directive.


	Section Number 5.0
	Section

DEFINITIONS

	5.1
	Contract Research Organization (CRO)

An organization contracted to perform monitoring services for pharmaceutical companies sponsoring clinical trials at other institutions.

	5.2
	ACOS Research & Development

Associate Chief of Staff for Research and Development is responsible for the administrative operations of the Research program and general oversight of all individuals involved in Research.

	5.3
	Principal Investigator (PI)

Within VA, a PI is an individual who conducts a research investigation, i.e., under whose immediate direction research is conducted, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team.  The PI is the one to whom funding is credited.  (Not so for “investigator.”)  An investigator must be either compensated by VA, be appointed to work without compensation (WOC), or may be an employee assigned to VA through the Intergovernmental Personnel Act (IPA) of 1970.  The FDA considers a PI and an investigator to be synonymous.

	5.4
	Form:  ORD Visitor Information Sheet

Office of Research and Development form created for use with visitors to research areas.  The form requires the date of the visit, print name, signature of visitor, organization they are from, the protocol under review, and whether they were given the directive.  This form is completed and retained by the Administrative Officer for Research at the local facility.

	5.5
	Investigator

An investigator is an individual under the direction of the Principal Investigator (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.  An investigator must be either compensated by VA, be appointed to work without compensation (WOC), or may be an employee assigned to VA through the Intergovernmental Personnel Act (IPA) of 1970.  The FDA considers an investigator and a PI to be synonymous.

	5.6
	VHA Privacy training for Research Compliance/Monitors Memorandum
Local VANJHCS Memorandum requiring that all Research Compliance monitors/sponsors must receive training on VHA Privacy Policy before they access patient information.  The Memorandum describes the training packet and sign in sheet that documents completion of the training and who is to maintain the documentation.

	5.7
	VHA Privacy Training
A mandated training for all VHA employees.  This training is required for all compliance monitors/sponsors also.

	5.8
	Informed Consent

Informed consent is a process involving principles, procedures, regulations and legal requirements.

Informed Consent is the expression of the ethical principle of Respect for Persons described in the Belmont Report.
“Respect for persons incorporates at least two ethical convictions: first, that individuals should be treated as autonomous agents, and second, that persons with diminished autonomy are entitled to protection. 

An autonomous person is an individual capable of deliberation about personal goals and of acting under the direction of such deliberation. To respect autonomy is to give weight to autonomous persons' considered opinions and choices while refraining from obstructing their actions unless they are clearly detrimental to others. 

Respect for the immature and the incapacitated may require protecting them as they mature or while they are incapacitated. 

In most cases of research involving human subjects, respect for persons demands that subjects enter into the research voluntarily and with adequate information. Respecting persons, in most hard cases, is often a matter of balancing competing claims urged by the principle of respect itself.”  Belmont Report
“Adequate informed consent consists of three required elements: 

Full information, Voluntary participation; and Capacity to make a decision.  
Capacity for decision making, in turn, is composed of four functional abilities: 

the ability to understand relevant information; the ability to appreciate the nature of a situation and its likely consequences; the ability to reason with the information and weigh options logically; and the ability to communicate the choice.”  NEUROPSYCHOPHARMACOLOGY 2001 – VOL  24, NO. 6, Enhancing Informed Consent for Research and Treatment Laura B. Dunn, M.D., and Dilip V. Jeste, M.D.
“The informed consent process is the critical communication link between the prospective human subject and an investigator, beginning with the initial approach of an investigator to the potential subject and continuing until the completion of the research study. 

The informed consent process should be an active process of sharing information between the investigator and the prospective subject.  Prospective subjects should be provided with ample opportunity to ask questions and seek clarification from the investigator.  The prospective subjects should be in a position to freely decide whether to initially enroll in the research, or later, to withdraw or continue participating in the research.  The informed consent process should ensure that all critical information about a study is completely disclosed, and that prospective subjects or their legally authorized representatives adequately understand the research so that they can make informed choices.

The procedures used in seeking and obtaining informed consent should be designed to communicate with the subject population in terms that they can understand.  Information about a research project must be presented in such a way that enables each person to voluntarily decide whether or not to participate as a research subject.” DHHS OHRP FAQ’s
In addition to ethical principles there are local procedures (described in this SOP), regulations and legal requirements for informed consent.

	5.9
	IRB (Institutional Review Board)

The IRB is an administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under its jurisdiction.  The IRB is a sub-committee of the R&D Committee.

Research under the IRB’s jurisdiction includes all research involving human subjects that is conducted completely or partially in VA NJ Health Care System facilities, approved off-site locations, and/or conducted by VA NJ HCS employees while on official VA duty time.  

The IRB must be (and must be perceived to be) fair and impartial, immune from pressure either by the institution's administration, the investigators whose protocols are brought before it, or other professional and nonprofessional sources.

The IRB has the authority to approve, require modifications in, or disapprove all human studies research activities as specified by both the Federal regulations and local policy.  Research that has been reviewed and approved by an IRB is subject to review and disapproval by the R&D Committee, however, the R&D Committee may not approve research if it has been disapproved by the IRB.  

The IRB must comply with the requirements of all relevant regulatory and compliance enforcement agencies or offices, including VHA Office of Research Oversight (ORO), DHHS Office of Human Research Protection (OHRP), and Food and Drug Administration (FDA).


	5.10
	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 (Title 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: Clinical investigation means any experiment that involves a test article and one or more human subjects and that either is subject to requirements for prior submission to the Food and Drug Administration under section 505(i) or 520(g) of the act, or is not subject to 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 submitted later to, or held for inspection by, the Food and Drug Administration as part of an application for a research or marketing permit.

	5.11
	Human Subject

Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains: (1) Data through intervention or interaction with the individual or (2) Identifiable private information.  Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. Interaction includes communication or interpersonal contact between investigator and subject.
NOTE:  The FDA definition of human subject differs: Human subject means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient.  Under Title 21 CFR 812; human subject also includes an individual on whose specimen an investigational device is used.


	Section Number 6.0
	Section

RESPONSIBILITIES

	6.1.
	The Associate Chief of Staff for Research And Development (ACOS R&D) is responsible for assuring compliance with this SOP.   The ACOS R& D is also responsible for ensuring that all serious findings and concerns found during the monitoring visit are appropriately addressed and that the appropriate facility officials and committees are notified as required.

	6.2.
	Principal Investigators are responsible for assuring that they and their study staff adhere to the guidelines for the study monitor visits as described in this SOP.

	6.3
	The Administrative Officer is responsible for ensuring that all study site monitoring visits are recorded and that the PI and the study staff adhere to the guidance and procedures described in this SOP

	6.4
	The IRB is responsible for reviewing any findings of serious non-compliance with the study protocol, IRB requirements or applicable regulations and policies determined by the monitors during their visit..


	Section Number 7.0
	Section

PROCEDURES


I. PROCEDURES

a. It is the responsibility of the PI to ensure that pharmaceutical companies or CROs notify the ACOS/R&D through the Research Administrative Officer of all monitoring visits as soon as possible. If the monitoring visit is unscheduled, the ACOS/R&D through the Research Administrative Officer will be notified as soon as the study personnel are aware of the visit.  
b. The CRO or study monitor must complete an Office of Research & Development Visitor Information Sheet at the research office upon arrival per central office directives.  The PI will notify the Research Office of all monitoring visitors.

c. Monitor(s) will be issued a VANJHCS Memorandum (see attached) requiring that each monitor complete the VHA Privacy Training available on the Research website on an annual basis. Documentation of completion must be maintained by each Principal Investigator with a copy forwarded to the Administrative Officer Research Service.  
d. The Principal Investigator or other responsible investigator is to meet with the study monitor(s) prior to the monitors beginning their work. .During each visit by a monitor, the role of the monitor must be reviewed, including the requirement that any potential or actual serious findings be conveyed to the investigator and the ACOS/R&D, the Administrative Officer for Research (AO/R&D) or his/her designee during an exit interview. (AAHRPP IV.2.A)  Findings that require an exit interview include but are not limited to:

i. Any suspicions or concerns that serious non-compliance may exist, and

ii. All findings of serious non-compliance with the study protocol, Institutional Review Board (IRB) requirements or applicable regulations and policies (e.g., failure to consent subjects, entering subjects who do not meet entrance criteria into protocols, failure to report serious or unexpected adverse events).

e. If the monitor records no serious findings or concerns as listed above, the study investigator or research coordinator must notify the research office on the last day of the visit, via e-mail, that the monitor identified no such findings.

f. The ACOS/R&D will be responsible for ensuring that all serious findings and concerns found during the monitoring visit are appropriately addressed and that the appropriate facility officials and committees are notified as required:

VA NJ HCS Management

VISN 3

IRB Committee


R&D Committee

Risk Manager


Compliance Manager

Patient Safety Officer

II. REFERENCE(S) FOR PROCEDURES SECTION
a. VAF 2105, Mar 1999, Memorandum dated October 14, 2004 from the Acting Chief
Research and Development Officer (12), to Network Director (10N1-23), Reporting of All Study Site-Monitoring Visit Results.

III. ATTACHMENTS:  VHA Privacy training for Research Monitors

Department of Veterans Affairs                                     MEMORANDUM
New Jersey Health Care System

 DATE:    March 12, 2007 
FROM:   FOIA/Privacy Officer
  SUBJ:    VHA Privacy training for Research Compliance/Monitors
     TO:     Principal Investigators

THRU:    ACOS, Research and Development

1. Current VHA Privacy regulations mandate that all Research Compliance monitors/sponsors must receive training on VHA Privacy Policy before they access patient information.

2. The enclosed training packet and sign in sheet is being provided to you to ensure that all Research Compliance monitors/sponsors who report to your department receive Privacy Training.

3. The training is to be completed annual and a record must be maintained by your office with a copy forwarded to Administrative Officer Research Service, (bldg. 2).

4. Should you have any questions I may be contacted at extention 1266 or contact Heather Middleton at extention 1340.

SPRING CHEN-STRICKLAND

Attachment
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