Bionutrition

1. What services does the Bionutrition Core provide to investigators?

The Bionutrition Core is directed by a full time research–trained dietitian.  The Bionutrition Center, in addition to developing research meals, has a metabolic cart for testing of energy expenditure, anthropometric equipment for measuring body composition and nutritional software for analyzing diet composition available for research studies.

2.  Can the Bionutrition Center prepare special diets?

A Bionutrition Center has a food preparatory laboratory equipped with the food supplies and equipment necessary for developing and preparing controlled diets for research studies.

Education

1. When does the GCRC offer its education program? 

To promote clinical research, the GCRC has a year-round educational program.  In the fall it organizes an introductory course on the Principles of Clinical Research (nine hours presented in three, three-hour blocks). Throughout the year, more advanced courses in statistics (e.g. statistical inference, meta-analysis, screening tests), ethics and other areas are available. The GCRC web-site has the latest information: http://www.gcrc.uic.edu.

2. Is any Continuing Investigator Education credit offered for attending the sessions? 

Our Principles of Clinical Research seminars offer some credit (varying in each year) toward meeting the OPRS requirement for continued Human Subject Protection Education.  At this time, no CME or academic credit is offered. 

3. Who can participate in the education program activities? 

All University of Illinois faculty, staff and students interested in clinical research are welcome to register for the GCRC education program activities. Others will be considered if they are affiliated with GCRC projects.

4. What is the fee for attending any education program seminars? 

All seminars offered through the GCRC Education Program are free. 

Informatics

1. I have a new protocol.  Whom should I talk to for help in setting up a database?

Questions regarding setting up, importing, exporting, or backing up databases should be directed to the GCRC Informatics Manager, Kevin Le; phone: (312) 413-3254; pager: 1-866-238-7821.
Questions regarding data analysis should be directed to the GCRC Biostatistician, Dr. Marlos Viana; phone: (312) 996-8384.

2. What database software should I use?

There is a variety of software available for Windows and UNIX users that can be helpful.  The GCRC currently uses Microsoft Access and Microsoft SQL 2000 (SQL 2000), which offers advance security features.  For example, with SQL 2000, you can add new users and assign individual rights to each user.

3. What if I don’t have access to or don’t know how to use MS Access or SQL 2000?

You can create your data in Excel or any text editor program. Once you have your data in tables, contact the GCRC Informatics Manager, Kevin Le, for help in exporting data to and for training in the use of MS Access or SQL 2000. 

4. What type of database might I need if my research is part of a multicenter study?

Your database may have limited usefulness if users can only access it at a designated computer.  Fortunately, with the application of Internet tools, you may design your database so it can be accessed from any computer.  Your database would be stored in one location, and access would be obtained by use of a login process. An Internet database will allow you to view, insert, update or even delete any set of data (depending on your level of access, as specified in your rights in the system).

5. How secure is it, accessing the data on the Internet? 

SQL 2000 provides a highly secure means to access data. The GCRC Informatics Manager will take every precaution to make sure the database is secure and intact. He will create an Internet application with a login interface in which all users need to enter a login ID and password. After SQL 2000 authenticates the user, that user will be allowed to use the database.  To prevent unauthorized access after a user has completed a task, if s/he does not logout properly, the application can be designed to terminate after a pre-defined period of inactivity, e.g. 10 minutes.

6. Is the GCRC database backed up? How often? 

The GCRC database is backed up in several ways.  Data that is stored on UIC’s ACCC servers are backed up every night.  Data on the server in the Informatics Manager’s office is backed up on a weekly basis.  For permanent data storage, GCRC users may request that their data be copied and stored on a series of CDs (this is a service provided by the GCRC Informatics Manager).

7. How can I ensure that my database is accurate if I have multiple users entering the data?

We can program the application/interface to your database to “cross check” the data. This can be done as follows:  immediately after a user clicks the “submit” button, the application will check the data for whatever rules you have in place.  For example, if the application is programmed to accept a research subject ID having a minimum of 4 digits, if the user enter 3 digits then the user will immediately receive an error message, asking to enter the ID again along with appropriate instruction.  To prevent duplicate records, when a user adds a new subject ID to the database, the application can check the database for any existing entries with the same ID number.

Laboratory

1. What services does the GCRC Laboratory offer?
The UIC GCRC Laboratory offers the following services: sample processing, specimen shipping (see #3), DNA/RNA extraction, cell/tissue incubation, and CLIA-licensed laboratory analyses.  The UIC GCRC Laboratory also has a cell separation facility and a radioisotope laboratory facility for investigators wishing to do radioisotope studies.  It houses a -80(C and a -20(C freezer for temporary storage of biological samples drawn as part of GCRC investigators’ studies.  Also, the UIC GCRC Laboratory staff provides consultation to investigators in the design and writing of experimental protocols.

2. What laboratory analyses does the GCRC Laboratory perform?

The GCRC Laboratory performs glucose, osmolality, and insulin.  Other tests, based on investigator needs and NIH guidelines, may be offered.

3. Shipping biological specimens is subject to an extensive set of rules. Will the GCRC do the shipping? What does the investigator need to provide?
The GCRC staff can ship samples for you. We observe the following guidelines:
The investigator must provide all packing material (e.g. styrofoam and cardboard boxes). You may order them from Fisher Scientific (general number: 1-800-766-7000, UIC on-campus extension 3-0324).

The investigator must also provide the GCRC Laboratory with a courier service account. This includes courier airbills (filled with the recipient address and the account number to be billed). Courier services that can handle biological specimens include Federal Express (1-800-GOFEDEX) and Airborne Express (1-800-247-2676). Please contact them directly to set up an account. If the specimens to be shipped are known to present an increased risk to the carrier (i.e. blood containing HIV), we suggest you call the above numbers and talk to the hazardous material manager to assess your particular needs.


· The GCRC Laboratory provides wet and/or dry ice for shipping of samples that are temperature-sensitive.


· The GCRC lab will pack the specimens in the provided material, arrange for pick up by the courier service, and -upon request- track the package delivery. In most cases, the GCRC Laboratory provides all necessary stickers and labeling material. 

Investigational Pharmacy

1. What types of services can pharmacy provide for my study? 

The Investigational Drug Service offers a range of research activities to help ensure the delivery of high quality healthcare, while minimizing the risks associated with participation in a research study. It is the goal of the service to assist and support the investigators in meeting their obligations in conducting research studies in the General Clinical Research Center. Examples of services include ensuring drug storage is appropriate, dispensing of appropriate protocol-specified doses, randomization of research subjects, study medication counseling, and maintaining accurate drug accountability logs. 

2. Will the pharmacy provide the medications needed for my study? 

Pharmacy can obtain and provide the medications needed for studies, however, the investigator is responsible for all costs of these medications, as well as any preparation costs (i.e. labels, IV bags, and syringes). 

3. Can I dispense medications to the patient or is this the responsibility of the pharmacist? 

For research subjects located in the GCRC, it is a requirement that the pharmacy handles and dispenses all drugs, herbal supplements, and controlled substances. Arrangements can be made for the pharmacy to dispense medications on an outpatient basis. 

Research Subject Advocate

1. What role does the Research Subject Advocate play in the GCRC?

The Research Subject Advocate (RSA) program at UIC is a response to an initiative of the NIH's National Center for Research Resources to ensure that all steps are taken to maximize research subject safety.  The responsibilities of the RSA and the RSA's staff include the following:

1. Serving as a resource to GCRC investigators as they design their study's Data and Safety Monitoring Plan (DSMP) and to the SAC as it reviews the DSMP.

2. Responding to subjects' questions/concerns about the GCRC study in which they are participating.

3. Maintaining records documenting that GCRC studies' adhere to IRB approved protocols and DSMP's.

4. Facilitating the reporting of Adverse Events.

Administrative

1. How does one learn about studies being conducted at UIC?

The University of Illinois Medical Center regularly conducts clinical trials, which are research studies that test new approaches to the diagnosis, treatment, or prevention of disease. Well-organized clinical trials allow physicians to discover effective treatment regimens and make them available to patients as quickly as possible. Up-to-date information on clinical trials offered by University of Illinois Medical Center physicians is available by calling 1-800-842-1002. 

Learn more about this at: http://uillinoismedcenter.org/content.cfm?contentid=4


To see the latest list of research projects in the GCRC, go to:

http://acccwebserv1.server.uic.edu/server/GCRC/ActiveProtocols/ActiveProtocols.aspx
Other websites can be useful to learn of additional studies.

http://clinicaltrials.gov/ct/gui



www.CancerTrialsHelp.org
and

http://www.centerwatch.com/patient/index.html
2. I am preparing a report of a study that used UIC’s GCRC resources.  How do I reference this support?

You must acknowledge GCRC support.  The following is suggested:

"This work was supported by a grant from the NIH/National Center for Research Resources (General Clinical Research Center, M01-RR-13987) to the University of Illinois at Chicago."

3. I am considering use of the GCRC for an industry-initiated study.  How much will my grant be charged for your services?

Because we are NIH-funded, whenever the GCRC is used for industry-sponsored research, NIH mandates that we recover costs.  The GCRC Scientific Advisory Committee makes final determinations on charges to a study so that we can recover costs.  The GCRC administrative team has designed tools to analyze these costs, and we will work with you to determine the actual charges for your study.  In cases of industry-sponsored research on rare diseases, however, our NIH grant may support your work.  For more information, see:

http://www.ncrr.nih.gov/clinical/crguide2001/ddays.pdf


















