MEMORANDUM

TO:            Faculty Members, Principal Investigators, Project Directors, and Laboratory     Supervisors

FROM:      Dr.  Juan M. Sanchez


      Vice President for Research 

DATE:
      October 8, 2007

RE:
Required Responsibilities for Researchers at The University of Texas at Austin

This annual reminder provides formal policy guidance for the conduct of research that is essential to promote a safe, ethical, and productive research environment. Every Faculty Member, Principal Investigator (PI), Project Director, and Laboratory Supervisor at The University of Texas at Austin (UT Austin) is responsible for fostering an environment that enables the highest level of academic inquiry while simultaneously complying rigorously with all Federal, State, and University regulations, requirements and policies related to the conduct of research. Annually, each PI and/or supervisor must communicate and review the obligations outlined in this memorandum with all co-workers and individuals engaged in research. Each researcher must acknowledge receipt and agreement with these responsibilities to be able to conduct research activities at UT Austin.       

Providing a Safe Working Environment

A mandatory feature of all University research projects, whether sponsored or not, is to provide a safe working environment for all students, staff, and faculty engaged in teaching and/or research.  The PI/supervisor is responsible for the day-to-day management and safe conduct of all research activities under his/her supervision or in University facilities assigned to that individual.  

The responsibilities of a PI/supervisor include, but are not limited to:

· Ensuring the routine availability of any equipment or facilities required to conduct specific research;  

· Providing any necessary special safety equipment for the conduct of research under his/her supervision;

· Ensuring that each individual complies with the standards for safe behavior in the laboratory; and

· Ensuring that each individual is trained and cleared for the conduct of research in accordance with all applicable Federal, State, and University policies and regulations and any locally adopted Chemical Management Plan.  

Strict compliance with all safety standards outlined in the University's Laboratory Safety Manual is required.  These standards are supplemented by any additional safety precautions adopted by the University, the researcher’s college, department, or organized research unit (ORU). The Laboratory Safety Manual is available electronically at http://www.utexas.edu/safety/ehs/lab/.  Information on the use of radioactive materials and radiation-producing equipment can be found at http://www.utexas.edu/safety/ehs/radiation/.  Information on laser safety and permission for the use of lasers can be found at http://www.utexas.edu/safety/ehs/lasers.  

Training Requirements

For guidance regarding required safety training for all PIs and others working in or associated with laboratories, see both http://www.utexas.edu/safety/ehs/train/requirements.html and http://www.utexas.edu/safety/ehs/train/labtraining2.html.  Note:  there may be additional training requirements, depending on the specific research, the Office of Research Support and Compliance (RSC) can identify that must be completed before research will be allowed to begin or continue.
Chemicals and Waste

PIs, research students, and staff are responsible for completing all required training associated with chemical safety, security, and disposal and for compliance with related Federal, State and University policies and procedures.  See http://www.utexas.edu/safety/ehs/index.php for training information.

Controlled Substances

Strict compliance with the regulations for the use of controlled substances in research is required of all researchers both by law and University policy. The Federal Drug Enforcement Agency (DEA) regulates the use and possession of DEA-controlled substances.  Please note that many chemicals that were not previously identified as controlled substances may have had their status changed and are now controlled by DEA and the Texas Department of Public Safety (DPS).  A DEA license and a State license through the DPS are required for these substances and are issued to individual researchers.  A list of DEA controlled substances can be viewed at http://www.deadiversion.usdoj.gov/schedules/schedules.htm. 

If you have any controlled substances for which you do not have a license, contact Environmental Health and Safety (EHS) at 471-3511.  EHS will advise you regarding handling or will assist you in obtaining the proper licenses.   If you become aware of a DEA controlled substance, not in the possession of a licensed registrant, please contact the University Police Department at 471-4441. If in the course of your research you create any substance or derivative that may be viewed as controlled or regulated, please contact EHS for guidance.

Other Controlled Items

As outlined in the Memorandum of Understanding (MOU) between the Texas Higher Education Coordinating Board and the Texas Department of Public Safety (DPS), certain precursor chemicals and laboratory apparatus are controlled.  The University's implementation plan is available in hard copy from the Office of the Vice President for Research (MAI 302) and electronically at http://www.utexas.edu/research/vp/docs/Formal_MOU.html.
Select Agents

Strict compliance is required with the regulations for the use of Select Agents (certain biological agents and toxins) in research.  See http://www.cdc.gov/od/sap/ .  All research utilizing select agents or derivatives is strictly controlled by the Centers for Disease Control and/or the United States Department of Agriculture (USDA) and the University.  The current list of Select Agents can be found at  http://www.cdc.gov/od/sap/docs/salist.pdf   

If you wish to work with or locate one of these agents, contact Environmental Health and Safety at 471-3511 or visit the web site http://www.utexas.edu/safety/ehs.  You may also contact RSC (http://www.utexas.edu/research/rsc/ibc/index.html) or the Institutional Biosafety Committee (IBC). Transfer of any such agent or toxin requires a Materials Transfer Agreement (MTA) processed through the Office of Sponsored Projects as described below.

Working with Biological Materials and Recombinant DNA

Researchers conducting either sponsored or un-sponsored research with infectious agents, toxins, human cells/blood/tissue or recombinant DNA or other bio-hazardous agents must have their research approved in advance by the IBC (http://www.utexas.edu/research/rsc/ibc/policies/index.php).  Approvals are valid for one year.   It is the responsibility of the PI to obtain yearly renewals from the IBC.  An electronic submission form is available at the following website:  https://utdirect.utexas.edu/vr/recom_dna.WBX.  Without approval no research activity of any kind may be conducted.
Information on agents and bio-safety procedures can be found at http://www.cdc.gov/OD/ohs/biosfty/bmbl5/bmbl5toc.htm.  Related University policies and procedures on bio-hazardous materials can be found at http://www.utexas.edu/research/rsc/ibc/.

Information about research involving recombinant DNA, including a description of exempt and non-exempt experiments, can be obtained from the NIH Guidelines.  

PIs must provide lab specific Biosafety and procedures training for their staff that has been approved by the IBC. This training must be documented.  In addition, PI’s and their research staff must attend institutional training and comply with reporting and inspection requirements.

PIs working with a BSL-2 or higher must develop laboratory safety plans that have been approved by the IBC.  These plans must include containment failures and spill and emergency response procedures.  A medical surveillance plan and medical clearance of all workers may also be required, depending on the agent.  EHS and the IBC must approve and be provided with a copy of these plans prior to any research activity.  See http://www.utexas.edu/safety/ehs/index.php for plan templates.
Reporting Incidents

All incidents that involve failed containment, spills, human exposure to biological materials, injuries, illness or chemical or radiation exposure/misuse must be reported as soon as possible to Environmental Health and Safety/University Rapid Response Team (RRT).  Contact EHS/RRT for guidance on reporting requirements.  The University policy is that all incidents are to be reported.  If in doubt, report.  Any further notification of these incidents outside the University will be performed in accordance with current Federal, State and University regulations, policies and procedures.

Use of Human Subjects

    
All research demonstrations, developments, or other activities involving the use of human subjects must be reviewed and approved by the Institutional Research Board (IRB) prior to initiation of the project.  The IRB is responsible for safeguarding the rights and welfare of subjects who participate in the research activity and ensuring University policies and procedures are adhered to during human subject research.  

IRB approvals are valid for one year.  It is the responsibility of the PI to obtain yearly renewals from the IRB.  Researchers who wish to apply electronically for a new IRB submission may do so at the following web site:  https://utdirect.utexas.edu/vr/IRBapp.WBX.  The IRB Policies and Procedures Manual can be found at  http://www.utexas.edu/research/rsc/humanresearch/manual/index.php.   The review and approval process of the IRB is a requirement of receiving Federal funding and has been adopted by the University as a requirement for all human subject research funded from any source.   

The responsible conduct of research involving human subjects requires training of all involved in the research.  The University’s IRB requires documentation by PIs of such training for all research projects involving human subjects, in accordance with the Department of Health and Human Services (DHHS) regulations effective October 1, 2000.  IRB policies and forms regarding this requirement can be viewed at   http://www.utexas.edu/research/rsc/humanresearch/manual/index.php.  Questions may be directed to the Office of Research Support and Compliance, North Office Administration Building, 5.200, Mail Code: A3200; by phone 471-8871,  or by e-mail at orsc@uts.cc.utexas.edu.   
Research on Vertebrate Animals 

In accordance with Federal, State and University policy, procedures and regulations for the review of animal research protocols (Public Health Service Policy, USDA, and Animal Welfare Regulations), the University requires that all researchers who conduct research on or off any University site or facility (including the Marine Sciences Institute) utilizing vertebrate animals must obtain written approval from the Institutional Animal Care and Use Committee (IACUC) prior to ordering animals and beginning work.  Applications for the IACUC protocols may be found at http://www.utexas.edu/research/rsc/animalresearch/forms.php.

Fire/Life Safety Provisions

In accordance with State law, all public universities, are required to comply with the State of Texas Fire Marshal’s Office adopted fire code. This adopted code is The National Fire Protection Association, 101 Life Safety Code, 2006 edition, with all mandatory references. Fire code references applicable to laboratories include: NFPA 45 – Standard on Fire Protection for Laboratories Using Chemicals, 2004 Edition and NFPA 30 – Flammable and Combustible Liquids Code, 2003 Edition. Additional information or questions on fire code requirements for compliance may be found at: http://www.utexas.edu/safety/fire/.

Researchers, including the PI  and all lab personnel, have a personal and professional legal responsibility to ensure fire code requirements are met.
Objectivity in Research and Other Scholarly Activities 


PIs and/or supervisors and lab workers are expected to adhere to the highest ethical standards when conducting research and scholarly work.  Misconduct in science and other scholarly activities are absolutely contrary to the standards of the University.  Definitions of misconduct and procedures for handling allegations of misconduct can be found in Section 5.11 of the Handbook of Operating Procedures or by visiting the web site:  http://www.utexas.edu/policies/hoppm/11.B.01.html.

Conflict of Interest – Financial Disclosure Statement   


The University of Texas promotes objectivity in research by requiring that any PI and/or supervisor who submits a proposal for external funding must certify that there is no reasonable expectation that the design, conduct, or reporting of research will be biased or perceived as biased by a Significant Financial Interest (SFI), conflict of interest or conflict of commitment.  Situations involving a potential SFI are handled by the University’s Committee on Objectivity in Research, which reports to the Vice President for Research.  A complete description of this policy is described in Section 5.11 of the Handbook of Operating Procedures.  The policy and form, Financial Disclosure and Conflict of Interest Report, can be viewed at the following site http://www.utexas.edu/policies/hoppm/h0511.html.
      Additional information on the University’s procedures can be reviewed at http://www.utexas.edu/research/coi.
Oversight of Individuals Engaged in Research 


PIs and/or supervisors are responsible for the oversight of all students and/or individuals engaged in research under their direction, whether or not the University compensates the students and/or individuals.  This responsibility extends to visiting scholars, trainees, postdoctoral appointees, graduate students, undergraduate student assistants, staff employees, pre-collegiate students, or participants in life-long learning or other special programs.  The PI and/or supervisor must ensure that any such person understands and adheres to all applicable regulations, follows all University policies, and adheres to high ethical standards of honesty and integrity in research. 

Ethics   

All research projects must be conducted in strict compliance with The University of Texas System Ethics Policy, which can be found in Section 4 of the Rules and Regulations of the Board of Regents and electronically at http://www.utsystem.edu/ogc/ethics/homepage.htm.

In addition, it is the policy of UT Austin to maintain a workplace free of sexual harassment and intimidation.  The University's Sexual Harassment Policy is found in Section 7.25 of the University's Handbook of Operating Procedures and electronically at http://www.utexas.edu/policies/hoppm/04.B.02.html.

External Financial Support for Specific Projects 

The University of Texas at Austin’s Office of Sponsored Projects Handbook (OSP Handbook) provides guidance to faculty and authorized professional research staff in seeking and administering external financial support for specific projects.  The OSP Handbook outlines requirements, support functions, and other information related to proposing, conducting, and reporting on projects supported by external funds from Federal, State, or private entities.  It also defines applicable Federal, State, and University research regulations for the conduct of studies involving human subjects, animals, radioactive and other hazardous materials, select agents, toxins, recombinant DNA/RNA and export controlled items, data or materials.  The OSP Handbook is available at  http://www.utexas.edu/research/osp/osp_handbook.html.  Information on post-award can be found at http://www.utexas.edu/business/accounting/hbp/.  Available on this site is the Handbook of Business Procedures (HBP) issued by the Office of the Controller.  Part 17 of the HBP provides information on  Contracts and Grants accounting.  In addition, the web site for the Office of Contracts and Grants, http://www.utexas.edu/business/accounting/cg, provides information related to effort certification.  

Shipping Hazardous Materials (Biological, Chemical, Radioactive) 

Do not ship biological, chemical, or radioactive materials unless you are certified by EHS to do so and have completed all other requirements such as those noted in the Select Agents paragraph above.  For questions about export controls on biological and chemical agents contact the University’s Office of Sponsored Projects at 512-471-6424.
Federal Export Laws and Regulations 

All research projects conducted by a PI must be in strict compliance with Federal export laws and regulations.  The University and all employees are required to comply with the laws and implementing regulations issued by the International Traffic in Arms Regulations (Department of State), Export Administration Regulations (Department of Commerce), and the Office of Foreign Assets Controls (Department of Treasury).  Further information regarding export control requirements is set forth in the Federal Export Laws and Regulations Memorandum available electronically at the web site of the Office of Sponsored Projects: http://www.utexas.edu/research/osp/export_control.pdf.  
Research Related Agreements 

All agreements related to research activities including, but not limited to, Sponsored Research Agreements, Memoranda of Understanding, Participation and Cooperative Agreements, Teaming, Confidentiality and Non-Disclosure Agreements, and Materials Transfer Agreements (MTA) must be processed through the OSP.  Biological and chemical materials transferred to and from the University to another entity require the transfer to be completed only after an MTA has been fully executed with the other entity.  Electronic forms have been developed in an effort to streamline and facilitate the transfer of materials to or from UT-Austin through a coordinated process involving EHS and OSP.  The PI must complete a checklist available from the OSP website.  Upon electronic submission of the checklist, EHS will review and forward to OSP for review. Once all documentation is received OSP will process. Note various biological and chemical substances, as well as equipment, are controlled by Federal law.  Failure to obtain proper authorization for transfer from OSP may result in personal researcher liability to include imprisonment and fines.  The staff of OSP will ensure that an authorized University official executes all agreements noted above and that these agreements conform to the University's policies and regulations.

Intellectual Property 

The University of Texas owns the intellectual property (IP) developed by PIs (as further defined in http://www.utsystem.edu/bor/rules/CompleteTOC-2.htm#intellectualproperty).  The Office of Technology Commercialization (OTC, http://www.otc.utexas.edu) is responsible for managing intellectual property and commercializing research results in which the University asserts an ownership interest. 

The PI is responsible for reporting all patentable inventions through the completion of an invention disclosure form found at http://www.otc.utexas.edu/InventorForms.jsp.  The completed forms should be submitted to OTC in a timely manner, so that the University can: (1) comply with the Sponsored Research Agreement (SRA) if the invention was supported by a sponsor; (2) take appropriate actions related to possible encumbrances of the invention by other agreements (e.g., collaboration agreements, inter-institutional agreements, license agreements, other SRAs); and (3) work with the inventor to make a determination regarding whether to protect the IP or release it to the inventor.  Software and other copyrightable materials follow a similar process. 


For existing IP, OTC works with inventors and industry to (1) execute non-disclosure agreements, (2) negotiate and license technologies, (3) facilitate formation of companies around the IP, and (4) perform other activities that help turn research results into industrial products.  As defined in the Regents’ Rules and Regulations, inventors receive 50% of the net proceeds from their inventions.  The OTC, located at MCC/R3500, manages licensee compliance and processes licensee royalties, equity, and inventor distributions. 
Visitor Agreement 

A PI/supervisor is required to execute a Visiting Scientist Agreement with any researcher working under his/her guidance, but without University support or University employment, to ensure that the Visiting Scientist is informed of and is in compliance with the terms of the agreement and the requirements of State and Federal law. The Visiting Scientist Agreement is available at  http://www.utexas.edu/research/osp/forms/. All visitors must be reported and approved to be in UT-Austin laboratories.  Contact your Department or supervisor for further instructions.  

Outside Employment/Consulting
In accordance with Section 3.19  of the Handbook of Operating Procedures, “During the period of full-time employment with UT Austin, members of the faculty and professional staff may engage in outside employment so long as it does not reduce the full-time obligation to the University….and does not exceed 20 percent of the full-time obligation.”  Outside employment is defined as any remunerative activity such as, but not necessarily limited to, consulting, advising, testing or assaying, performing analyses or examinations, the practice of one’s profession, or similar work performed in addition to the official responsibilities of a full-time employee.  A complete description of regulations governing outside employment/consulting can be found in Sections 3.19 and 9.91 of the Handbook of Operating Procedures (http://www.utexas.edu/ /hoppm/h0319.html) and in Series 30103 Section 10 of the Regent’ Rules and Regulations.  
Clearance of Faculty/Researcher Terminating Employment 
There are requirements for faculty/researchers that terminate their employment with the University. These are located on the web site of the Office of the Vice President for Research at http://www.utexas.edu/research/policies/exit_checklist_memo.html.  The clearance process enables faculty to exit the University in good standing and without further obligations by appropriately clearing, as applicable, with the Environmental Health & Safety Office, Office of Sponsored Projects, and the Office of Research Support & Compliance.  Requests for the transfer of research equipment and programs to another institution must be processed through the Controller’s Office and the above named offices as appropriate.  Failure to properly clear may preclude transfer of research projects and impose financial obligations on researchers.   This process supplements existing internal inventory checks that each department chair or unit director has developed for faculty/researchers that leave the University. 

Failure to Follow University or Other Required Procedures

Failure to comply with any of the University or other Required Policies and Procedures may result in disciplinary action up to and including termination of employment.

If you have any questions concerning these requirements please contact your Dean, Department Chair or the Office of The Vice President for Research.

Thank you. 
JMS/nmc

ACKNOWLEDGEMENT:

I, ____________________, have read and understand the forgoing requirements for the conduct of research by The University of Texas researchers and agree to be bound by these requirements in the conduct of any of my research while employed by The University of Texas at Austin.  
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