Clinical Trial Investigator Frequently Asked Questions
Are there special laws or regulations about conducting research that Clinical Trial Investigators need to be aware of?

What is an Institutional Review Board (IRB)?
What is a Contract Research Organization (CRO)?
What are the common characteristics of a successful Principal Investigator?
Can the other physicians in my practice be involved in the same studies in which I participate?
What are the qualifications of a study coordinator?
What type of technology infrastructure do I need?
How do I budget for a study?
Am I allowed to bill a patient's insurance company for the work I do while the patient is on the study?
If I am offered a study but decline to be an investigator, do I risk not being considered for future studies?
How long do I need to keep my research records?
Do regulatory agencies have the right to access my research records?
Literature Searches

Can I get help with my literature search?
VICTR Grants
How can I get help with my VICTR application?
Are proposals required for vouchers?
Can I get salary support?
Can you pay for a nurse to run my study?
What is a D&H account and when do I need one?
What is FACTR and why do I need it?
How do I obtain clinical research pricing for my VICTR award?
How do I obtain a VU Core quote?
Does VICTR fund underfunded grants?
How do I view or access my awarded resources?
Can I re-budget my award between categories?
Why does the utilization balance on my VICTR award not show my correct usage?
How do I create a VU Cores User Account?
How does VU Cores bill VICTR for my award?
Why can’t the VU Cores see my voucher to bill?
How long will it take for my participant to receive their subject compensation check?
How can I tell if my participant has received their subject compensation check?
1 Are there special laws or regulations about conducting research that Clinical Trial Investigators need to be aware of? 
Yes, clinical research is highly regulated. Investigators should educate themselves on how to properly conduct clinical trials.  There are numerous resources available including Federal Regulations for Clinical Investigators. 
New FDA Guidance on Investigator Responsibilities

FDA has issued final guidance on "Investigator Responsibilities - Protecting the Rights, Safety, and Welfare of Study Subjects." The guidance document is now available from FDA's website using the following web link: Click Here (PDF). 
This guidance provides an overview of the responsibilities of a person who conducts a clinical investigation of a drug, biological product, or medical device (an investigator as defined in 21 CFR 312.3(b) and 21 CFR 812.3(i)). The goal of this guidance is to help investigators better meet their responsibilities with respect to protecting human subjects and ensuring the integrity of the data from clinical investigations. This guidance is intended to clarify for investigators and sponsors FDA’s expectations concerning the investigator’s responsibility (1) to supervise a clinical study in which some study tasks are delegated to employees or colleagues of the investigator or other third parties and (2) to protect the rights, safety, and welfare of study subjects.2
2 What is an Institutional Review Board (IRB)?  
A committee of physicians, statisticians, researchers, community advocates and others who ensure a clinical trial is ethical and that the rights of study participants are protected. All clinical trials in the U.S. must be approved by an IRB before they begin. Every institution that conducts or supports biomedical or behavioral research involving human participants must, by federal regulation, have an IRB that initially approves and periodically reviews the research in order to protect the rights of human participants.
3 What is a Contract Research Organization (CRO)? 
Sponsors (i.e., the pharmaceutical companies whose drugs are being tested) often partner with CROs such as Quintiles to manage their clinical trials. CROs provide operational management and support, which may include management of the investigative sites - recruiting them, helping sites complete administrative paperwork, and monitoring the sites throughout the trial.
4 What are the common characteristics of a successful Principal Investigator?  

· Extensive knowledge in the field of medicine/subspecialty area understudy. The PI should have sufficient knowledge of the area of medicine or treatment under study to be able to perform a thoughtful review of the background information in the protocol and evaluate the clinical question being asked. The PI must be thoroughly familiar with the investigational product as described in the protocol and Investigator’s Brochure. A knowledgeable investigator will be able to anticipate and recognize problems and make appropriate decisions about the clinical care of subjects. 
· Good communication skills. While the PI has ultimate responsibility for the conduct of the clinical trial at the site, he or she may delegate many activities to other team members, including the CRC. Sub-investigator, and support staff. The PI must be able to communicate clearly and effectively with all team members to ensure that everyone understands their delegated activities; communication should occur at regularly scheduled times as well as on an ad hoc basis, When approaching potential subjects for consent to participate, the PI must be able to explain study activities and procedures in language that can be understood by the subject and must do so without exerting undue influence. 

· Awareness of GCP and regulatory responsibilities. An effective PI knows the regulations that govern clinical research and understands the requirements to personally supervise the study and to protect the rights, safety, and welfare of study subjects. The PI must be familiar with GCP guidelines and the regulatory requirements for data collection. AE reporting, and record retention, and must understand the proper methods for handling and storing test products. 

· Openness to new concepts and ideas. A PI who is open to suggestions from the CRC and other team members regarding the conduct of the study will have a greater chance of success. Because the CRC is often the person performing many daily study activities, the CRC may have useful suggestions about a different approach to a problem; for example, how to recruit more subjects. The PI should also be open to new ideas generated by colleagues and Pls at other sites. 

· Integrity. The PI’s integrity is of the utmost importance. The PI must possess the integrity to follow the protocol in enrolling only eligible subjects, even when recruitment is difficult or below expectations. The PI must follow all regulations and ensure that study team members do so as well. Integrity comes into play in many situations; for example, when a subject experiences a serious adverse event (SAE) and needs to discontinue study participation. The PI must put the welfare of the subject above that of the study. 

· Appreciation of work done by team members and others. Finally, the PI must be able to recognize and appreciate the study-related work done by other team members. The CRC who screens subjects, completes data forms, and works with the study monitor; the laboratory technician who processes samples; and the secretary who photocopies documents, schedules appointments, and greets representatives from the sponsor, all do so with a commitment to the research but usually without authorship on journal publications or more public forms of recognition. Acknowledging the crucial contributions of these team members is important to building team commitment and support.1


5 Can the other physicians in my practice be involved in the same studies in which I participate? 
Yes, they may participate as subinvestigators as long as it is acceptable to the sponsor/CRO and the appropriate regulatory documentation is submitted before their involvement begins.  
6 What are the qualifications of a study coordinator? 
A study coordinator should have experience with clinical research - patient care, data reporting, paperwork, understanding of patient recruitment, etc. He/she should have good organizational and personal interaction skills. Ideally, he/she should be certified by an accrediting body.  
7 What type of technology infrastructure do I need? 
A fax machine is a must, as well as a computer with an Internet connection. High-speed Internet is preferable, as many studies require electronic submission of study data. You may be asked by some sponsors and CROs whether your electronic systems are compliant with the FDA's "electronic records and submissions" regulation. 
8 How do I budget for a study? 
You are generally paid more for procedures by research sponsors than by third party payors. However, there is work involved that is not directly tied to your research patient activity, so it is important to strike the right balance. 
9 Am I allowed to bill a patient's insurance company for the work I do while the patient is on the study? 
Beware of insurance fraud, even if unintentional. Your study budget will include payments for procedures and effort that are outside the standard of care; you therefore may not bill third party payors (whether private insurance companies or government organizations such as Medicare) for such costs. Occasionally a sponsor may pay for certain standard of care items – you may not bill third party payors for these costs either. You also may not bill any third party payor for any drugs, devices or medical products supplied to you as part of the study. 

10 If I am offered a study but decline to be an investigator, do I risk not being considered for future studies? 
That's doubtful; no company wants you to take on a study you don't feel you can perform well on. In fact, most companies would welcome knowing the reason(s) why you aren't interested, as that may be very valuable feedback they can use in planning the study. 

11 How long do I need to keep my research records?  
An investigator is required to maintain adequate records of the disposition of the trial drug, including dates, quantity and use by participants. If the trial is terminated, suspended, discontinued or completed, the investigator must return the unused supplies of the drug to the sponsor, or otherwise provide for disposition of the unused supplies of the drug.

· An investigator is required to prepare and maintain adequate and accurate case histories that record all observations and other data pertinent to the study for each individual trial participant. The case history for each individual shall document that informed consent was obtained prior to participation in the study.
· In the United States, an investigator retains records for a period of two years following the date that a marketing application is approved for the drug and for the indication for which it was being investigated. If no application is filed, or if the application is not approved for the indication, the investigator must keep records until two years after the study is discontinued.
12 Do regulatory agencies have the right to access my research records?  
An investigator must, upon request from any properly authorized officer or employee of a regulatory agency, permit access to as well as copy and verify any records or reports made by the investigator. The investigator is not required to divulge participant names unless the records of particular individuals require a more detailed study of the cases, or unless there is reason to believe that the records do not represent actual case studies, or do not represent actual results obtained. 

13 Can I get help with my literature search?  
Yes – You can ask the Eskind Biomedical library for help.  Here’s the process:
SearchDoc is the Eskind Biomedical Library's assistance service for:

· Database search strategy assistance and advice related to clinical/patient care questions (including assistance with searches in databases such as PubMed and CINAHL) 

· Analysis of your search strategy, including expert searching tips to better your search retrieval and pointers to additional useful resources and databases 

How do I get assistance with my clinical topic search strategies?

Fill out the form below and an information specialist will respond with detailed advice to improve your search. The service is for the library's primary users and utilizes a triage approach to provide informative answers. Answers are delivered by email. Questions submitted here will be answered most quickly during regular business hours, Monday through Friday.

Additional Resources
· You may also wish to see our list of available trainings/workshops (including medical literature and citation management tools and topics), online tutorials, and other researcher/author support tools and library services. 

· The request form below is intended primarily for questions about database searching; if you have questions about library policies, access to electronic resources, or other issues, please use our more general library information request form. If assistance is needed with searching for biosciences/genetics research information, you may use EBL's BioSearchDoc service for assistance with clinical/direct patient care topics. 

· Learn more about our evidence-based services. 

VICTR FAQs
14 How can I get help with my VICTR application?

You are more than welcome to attend our VICTR Funding Clinic held every 2nd and 4th Monday at 10AM in the CRC conference room (A-3210 MCN).  We tailor the clinic to the needs of the PIs in attendance.  We are also available by phone or email (see contact information)
15 Are proposals required for vouchers?

No, research proposals are not required for requests < $2000.
16 Can I get salary support?

VICTR funds cannot be used to pay for salary support.

17 Can you pay for a nurse to run my study?

VICTR funding can be requested for a research nurse/coordinator/assistant support that is provided by the Vanderbilt Clinical Trials Center. This is not support for a research nurse/coordinator/assistant outside of the Clinical Trials Center. Requests are restricted to $10,000 per year and support is provided for no more than one year total regardless of the size of the increments of time provided (i.e. 10K in one month vs. 1K per month for 10 months).  For eligibility requirements see Funding and Review Criteria.
18 What is a D&H account and when do I need one?

A D&H account is created to bill for services performed that generate hospital ancillary charges (clinical labs and procedures, etc.).  You will need to register your study with the Department of Finance through a FACTr submission to request a D&H account.
19 What is FACTR and why do I need it?

FACTr - (Financial Accountability and Compliance Tracking for Research) A web-based system used for study development to define clinical trials billing intention for each study procedure.  This tool is also used for research pricing requests, D&H account requests, and is a mechanism to communicate study changes/issues to the Department of Finance.

You will need a FACTr number if you are having clinical labs or procedures performed in the Vanderbilt hospital.  Your FACTr billing intention will allow for the creation of a D&H account number that will be used to bill for the services rendered.
20 How do I obtain clinical research pricing for my VICTR award?

You can submit a research pricing requests through FACTr to obtain clinical research pricing or use the following website:  https://starbrite.vanderbilt.edu/research/pricechecker.html  
21 How do I obtain a VU Core quote?

Contact the Core manager of the VU Core that you wish to utilize and schedule an appointment to discuss your study needs.  The Core manager will develop a quote for the resources required for your study and provide you with a PDF document to upload to your VICTR application.
22 Does VICTR fund underfunded grants? 

VICTR is unable to support underfunded grants or contracts. VICTR funding can be requested to supplement funded grant specific aims to provide CRC direct nursing and nutritional support, and CRC Core lab, physiological measurements, procedures and equipment.  All other items must be included in your grant or contract budget.  VICTR will consider funding “pilot and feasibility” studies added on to an already funded project, for example, a federal grant, if the work is not already described within the specific aims of the funded project.
23 How do I view or access my awarded resources?
· View your VICTR award in StarBRITE and click on the ‘Utilization’ tab of your award. 

· Click once on the Resource to select resource and then click ‘View’ at the top left frame, just below the tabs to view Redemption ticket (RTN). 

· To use your award, please select ‘Export to PDF’ and print the redemption ticket for the resource/Core and deliver to the Core manager; the correct cost center number will be billed via the barcode on the printed document. The redemption ticket also shows detail for all transactions recorded for each particular redemption ticket item awarded. View a screen shot of this process
24 Can I re-budget my award between categories?

No, VICTR awards are made for specific items and cannot be re-budgeted for items not listed on the award letter. You should contact VICTR for an amendment request. 
How do I amend my approved voucher or VICTR Resource Request to add or change resources?

Vouchers cannot be amended but can be revised to add additional resources.  Please contact VICTR support staff to obtain access to your voucher to add resources.  If your total is greater than $2000, your application will follow the review process for expedited or full committee review requests (Review Process).

Approved VICTR Resource Requests greater than $2000 can be amended by following the instructions below:
1.    After logging into StarBRITE and click the Funding tab.  
2.    Click ‘Manage Existing Requests’.
3.    Single click on approved request and select AMEND.  This button will create an amendment to the approved request that will have the ‘.1’ designation (VR911.1 is the amendment to VR911).

Within your amendment application, enter your justification for the amendment (need for Study Diet Development for this study, etc...).  Please make edits or include information in any other fields.  On the PICK RESOURCES page 3, do not delete resources that you are still using for this project.  If more of a resource is needed, edit the current resource (add to what was already approved). You can add additional resources or delete resources that you have not and plan not to use.  You can continue to edit the application as long as it has not been submitted.

You can view your changes using the COMPARE button located on the Application tab within your application, when you select the application and then select VIEW in your application list.  This allows you to see the original approved request side-by-side with your amendment. Line items that have the ≠ are items that have changed from the original request.
25 Why does the utilization balance on my VICTR award not show my correct usage?

Accounting data is not available in the StarBrite accounting system for projects that are >3 years.  Please contact Jennifer Adams  at 343-3655 or Jennifer.adams@vanderbilt.edu to discuss utilization of your award. 
26 How do I create a VU Cores User Account?

Any PI (MMC or VU) who was awarded funds in a VU Core will need a Cores User Account.  Follow the link to the Vanderbilt Cores System and choose the role ‘PI’. http://www.mc.vanderbilt.edu/root/vumc.php?site=CFUIS&doc=13512

27 How does VU Cores bill VICTR for my award?

The PI of the awarded project will have a CORES user account. Once the CORES user account is active, awarded Core will be able to directly bill VICTR, no cost center number is needed. 

28 Why can’t the VU Cores see my voucher to bill? 

Any PI (MMC or VU) who was awarded funds in a VU Core will need a Cores User Account.  Follow the link to the Vanderbilt Cores System and choose the role ‘PI’.  http://www.mc.vanderbilt.edu/root/vumc.php?site=CFUIS&doc=13512
Once the Cores User Account is active, the voucher will be available to the Cores Manager for billing. Additionally, VICTR awards to specific cores and the services awarded cannot be transferred to another core. If you need a service in a core that is different from your award you will need to request an amendment to your award (see above ‘How do I amend my approved voucher or VICTR Resource Request to add or change resources?’. 
29 How long will it take for my participant to receive their subject compensation check? 

It takes 1-2 days for VICTR to prepare and process subject compensation requests.  VICTR submits completed requests to the Vanderbilt Department of Finance, who estimates a turnaround time of 2-3 weeks. 
30 How can I tell if my participant has received their subject compensation check?

PIs and research team members who have access to the StarBrite award can check the utilization. See above 'How do I view or access my awarded resources?'. Additionally, you can contact Jennifer Adams  at 343-3655 or Jennifer.adams@vanderbilt.edu for updates.

31 References:
· A Clinical Trials Manual from the Duke Clinical Research Institute Lessons from a Horse Named Jim 
· SOCRA web site
1

