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Policy and Procedures for Research Involving Recombinant DNA Molecules
I. Introduction

The University of Texas at Arlington complies with the NIH Guidelines for Research Involving Recombinant DNA Molecules, effective June 24, 1994, published in Federal Register July 5, 1994, (59 FR 34496) and all subsequent amendments issued by the NIH Director with advice of the RAC, and Biosafety in Microbiological and Biomedical Laboratories, CDC/NIH, Fifth Edition, February 2007.

The NIH Guidelines outline procedures involving use of recombinant DNA and describe the roles, responsibilities, and relationships among the principal investigator (PI), the Institutional Biosafety Committee (rDNA review committee), and the National Institutes of Health (NIH). 

These policies and procedures comply with applicable federal law, state statutes, and University policy in maintaining the highest standards for the handling and use of recombinant DNA.

II. Definition of Recombinant DNA Molecules

In the context of the NIH Guidelines, recombinant DNA molecules are defined as either:  (i) molecules that are constructed outside living cells by joining natural or synthetic DNA segments to DNA molecules that can replicate in a living cell, or (ii) molecules that result from the replication of those described in (i) above.

 

Synthetic DNA segments which are likely to yield a potentially harmful polynucleotide or polypeptide (e.g., a toxin or a pharmacologically active agent) are considered as equivalent to their natural DNA counterpart.  If the synthetic DNA segment is not expressed in vivo as a biologically active polynucleotide or polypeptide product, it is exempt from the NIH Guidelines.

 

Genomic DNA of plants and bacteria that have acquired a transposable element, even if the latter was donated from a recombinant vector no longer present, are not subject to the NIH Guidelines unless the transposon itself contains recombinant DNA.

III. APPLICABILITY
a. These policies are applicable to all activities which, in whole or in part involve (i) recombinant deoxyribonucleic acid (DNA) molecules, or (ii) organisms and viruses containing recombinant DNA molecules as defined by the NIH Guidelines in Part II of this Policy.

b. All NIH-funded projects involving recombinant DNA techniques must comply with the NIH Guidelines.  Non-compliance may result in:  (i) suspension, limitation, or termination of financial assistance for the noncompliant NIH-funded research project and of NIH funds for other recombinant DNA research at the institution, or (ii) a requirement for prior NIH approval of any or all recombinant DNA projects at the institution.
c. All non-NIH funded projects involving recombinant DNA techniques conducted at or sponsored by an institution that receives NIH funds for projects involving such techniques must comply with the NIH Guidelines.  Noncompliance may result in:  (i) suspension, limitation, or termination of NIH funds for recombinant DNA research at the institution, or (ii) a requirement for prior NIH approval of any or all recombinant DNA projects at the institution.

d. These policies are applicable to all activities which, in whole or in part involve research with recombinant DNA if:
i. The research is sponsored by UT Arlington, or
ii. The research is conducted by or under the direction of any employee or agent of UT Arlington in connection with his or her institutional responsibilities, or
iii. The research is conducted by or under the direction of any employee or agent of UT Arlington using any property or facility of UT Arlington.
IV. ROLES AND RESPONSIBILITIES

a. The Institutional Biosafety Committee
i. In accordance with the NIH Guidelines, the University has established an Institutional Biosafety Committee (IBC) responsible for the review of all research involving recombinant DNA molecules (rDNA).  The IBC is a University-wide standing committee advisory to the Vice President for Research.  The Vice President for Research appoints all IBC members and alternate members.  The length of the appointment is at the discretion of the Vice President for Research.  Members who do not adequately fulfill their responsibilities as judged by the IBC Chair and Vice President for Research may be asked to step down from their role as IBC member.     
ii. IBC membership shall adhere to the requirements of the NIH Guidelines, Section IV-B-2-a.  The IBC must be comprised of no fewer than five members so selected that they collectively have experience and expertise in recombinant DNA technology and the capability to assess the safety of recombinant DNA research and to identify any potential risk to public health or the environment.  At least two members shall not be affiliated with the institution (apart from their membership on the IBC) and who represent the interest of the surrounding community with respect to health and protection of the environment.  The IBC shall include at least one individual with expertise in plant, plant pathogen, or plant pest containment principles when experiments utilizing Appendix P, Physical and Biological Containment for Recombinant DNA Research Involving Plants, require prior approval by the IBC.  The IBC shall include at least one scientist with expertise in animal containment principles when experiments utilizing Appendix Q, Physical and Biological Containment for Recombinant DNA Research Involving Animals, require Institutional Biosafety Committee prior approval.  When the institution conducts recombinant DNA research at BL3, BL4, or Large Scale (greater than 10 liters), a Biological Safety Officer is mandatory and shall be a member of the IBC.  When the institution participates in or sponsors recombinant DNA research involving human research participants, the institution must ensure that the IBC has adequate expertise and training (using ad hoc consultants as deemed necessary) in order to fulfill all aspects of Appendix M of the NIH Guidelines. 
iii. On behalf of the Institution, and in accordance with the NIH Guidelines, the Institutional Biosafety Committee is responsible for appropriate review, approval, and oversight of rDNA research including:
1. Reviewing recombinant DNA research for compliance with the NIH Guidelines as specified in Section III, Experiments Covered by the NIH Guidelines, and approving those research projects that are found to conform with the NIH Guidelines.  This review shall include:  (i) independent assessment of the containment levels required by the NIH Guidelines for the proposed research; (ii) assessment of the facilities, procedures, practices, and training and expertise of personnel involved in recombinant DNA research; (iii) ensuring that all aspects of Appendix M (transfer of rDNA molecules into human research participants) have been met before final IBC approval is granted and before enrollment of any human research participant in a human gene transfer experiment.
2. Notifying the Principal Investigator of the results of the Institutional Biosafety Committee's review and approval.
3. Lowering containment levels for certain experiments as specified in Section III-D-2-a, Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents is Cloned into Nonpathogenic Prokaryotic or Lower Eukaryotic Host-Vector Systems and setting containment levels as specified in Sections III-D-4-b, Experiments Involving Whole Animals, and III-D-5, Experiments Involving Whole Plants.
4. Periodically reviewing recombinant DNA research conducted at the institution to ensure compliance with the NIH Guidelines.
5. Adopting emergency plans covering accidental spills and personnel contamination resulting from recombinant DNA research as described in the Laboratory Safety Monograph, a supplement to the NIH Guidelines.
6. Reporting any significant problems with or violations of the NIH Guidelines and any significant research-related accidents or illnesses to the appropriate Institutional Official, the Vice President for Research, and NIH/OBA within 30 days, unless the Institutional Biosafety Committee determines that a report has already been filed by the Principal Investigator.
7. Ensuring appropriate training for Principal Investigators regarding laboratory safety and implementation of the NIH Guidelines.
8. Determining the necessity for health surveillance of personnel involved in connection with individual recombinant DNA projects; and if appropriate, conduct a health surveillance program for such projects.  The institution shall establish and maintain a health surveillance program for personnel engaged in large-scale research or production activities involving viable organisms containing recombinant DNA molecules which require BL3 containment at the laboratory scale.  The institution shall establish and maintain a health surveillance program for personnel engaged in animal research involving viable recombinant DNA-containing microorganisms that require BL3 or greater containment in the laboratory.  

iv. The IBC may not authorize initiation of experiments which are not explicitly covered by the NIH Guidelines until NIH establishes the containment requirement.

v. The IBC will provide consultation to the Institution’s research community including faculty, staff, and students, concerning issues of biohazards, biosafety procedures, and appropriate biological techniques (best practices) to minimize risk and hazard.  Serving in this consultancy capacity, the IBC may provide written recommendations, as requested by UT Arlington Administration or Environmental Health & Safety, pertaining to risk assessment, establishment of appropriate containment, and laboratory safety procedures.
vi. The IBC shall operate in close association with the Office of Research Administration with regard to registration, document preparation, educational efforts, materials, and compliance with biosafety regulations and guidelines.
vii. The IBC shall maintain strong liaisons with UT Arlington’s Institutional Review Board for the Protection of Human Subjects (IRB), the Institutional Animal Care & Use Committee (IACUC), and the Radiation Safety Committee (RSC).
viii. No member of the IBC may be involved (except to provide information requested by the Institutional Biosafety Committee) in the review or approval of a project in which he/she has been or expects to be engaged or has a direct financial interest.

b. The IBC Chairperson
i. The Chairperson shall be appointed by the Vice President for Research according to the following criteria:
1. Commitment to the goals of ensuring the safety of research involving rDNA, preventing threats to the safety of UT Arlington personnel from biological hazards, and assisting/advising UT Arlington Investigators to become knowledgeable and comply with appropriate regulations and guidelines.

2. Willingness to devote energies necessary to maintain and oversee effective continual integrity of the IBC structure and function.
3. Possess the expertise necessary to review specific research activities involving rDNA and determine applicable exemptions in accordance with the NIH Guidelines.
4. Flexibility to participate in seminars, workshops, etc. at the state and national level serving as a spokesperson from the University as an intermediary transmitting information to the IBC and the University.

ii. The specific responsibilities of the IBC Chair include, but are not limited to, the following:

1. Call and preside over IBC meetings.

2. Act as a liaison between the Committee and University administrators, federal and state officers involved in the practices of institutional biosafety committees, and spokespersons representing committees from other institutions.

3. Ensure IBC members are appropriately trained to review rDNA research in accordance with the NIH Guidelines Section IV-B-1.

4. Initially review all recombinant DNA research proposals to determine applicable exemptions as described in the NIH Guidelines, Section III-F.

5. Review, with full committee membership, research proposals involving non-exempt rDNA research.

6. Initiate continual reviews on active research protocols approved by the IBC.

7. Prepare and distribute written notices when research activities have been approved and forward a copy to the IBC Office of Record, the Office of Research Administration.

8. Remain abreast of any literature or information issued by federal, state, or local sources concerned with the nature and procedures of biosafety.  The Chairperson must keep Committee members informed of pertinent information.

9. Submit written statements of evaluation concerning the Committee structure and function to the University administrative sources annually or as necessary.


c. Principal Investigators


i. In accordance with the NIH Guidelines, Section IV-B-7, on behalf of the institution, the Principal Investigator is responsible for full compliance with the NIH Guidelines in the conduct of recombinant DNA research.  As part of this general responsibility, the Principal Investigator shall:
1. Initiate or modify no recombinant DNA research which requires IBC approval prior to initiation, until that research or the proposed modification thereof has been approved by the IBC and has met all other requirements of the NIH Guidelines.

2. Determine whether experiments are covered by Section III-E, Experiments that Require Institutional Biosafety Committee Notice Simultaneous with Initiation, and ensure that the appropriate procedures are followed.

3. Promptly report (within 5 business days) any significant problems, violations of the NIH Guidelines, or any significant research-related accidents and illnesses to the IBC and Office of Research Administration.  Accidents and injuries must be reported immediately (within 24 hours) to Environmental Health & Safety.

4. Report new information bearing on the NIH Guidelines to the IBC and NIH.


5. Be adequately trained in good microbiological techniques and ensure that research staff and students are appropriately trained regarding laboratory safety and implementation of the NIH Guidelines.

6. Adhere to IBC approved emergency plans for handling accidental spills and personnel contamination.

7. Comply with shipping requirements for recombinant DNA molecules (see Appendix H, Shipment, for shipping requirements and the Laboratory Safety Monograph for technical recommendations).

8. Ensure that all aspects of Appendix M have been appropriately addressed prior to submission of a human gene transfer experiment to NIH OBA, and provide a letter signed by the Principal Investigator(s) on institutional letterhead acknowledging that the documentation being submitted to NIH OBA complies with the requirements set forth in Appendix M.  No research participant shall be enrolled (see definition of enrollment in Section I-E-7) in a human gene transfer experiment until the NIH review process has been completed (see Appendix M-I-B, RAC Review Requirements); IBC approval (from the clinical trial site) has been obtained; Institutional Review Board (IRB) approval has been obtained; and all applicable regulatory authorization(s) have been obtained. 
ii. For submissions to the IBC the Principal Investigator shall:
1. Make an initial determination of the required levels of physical and biological containment in accordance with the NIH Guidelines.
2. Select appropriate microbiological practices and laboratory techniques to be used for the research.
3. Submit the initial research protocol and any subsequent changes (e.g., changes in the source of DNA or host-vector system) to the IBC for review and approval or disapproval.
4. Remain in communication with the IBC throughout the conduct of the project and submit appropriate information in a timely manner for continuing or periodic reviews of approved research.
iii. Responsibilities of the Principal Investigator prior to initiating research include:
1. Make available to all laboratory staff the protocols that describe the potential biohazards and the precautions to be taken.
2. Instruct and train laboratory staff in: (i) the practices and techniques required to ensure safety, and (ii) the procedures for dealing with accidents.
3. Inform the laboratory staff of the reasons and provisions for any precautionary medical practices advised or requested (e.g., vaccinations or serum collection).
iv. Responsibilities of the Principal Investigator during the conduct of research include:
1. Supervise the safety performance of the laboratory staff to ensure that the required safety practices and techniques are employed.
2. Investigate and promptly report to the IBC, in writing, any significant problems pertaining to the operation and implementation of containment practices and procedures.
3. Correct work errors and conditions that may result in the release of recombinant DNA materials.
4. Ensure the integrity of the physical containment (e.g., biological safety cabinets) and the biological containment (e.g., purity and genotypic and phenotypic characteristics).
5. Comply with reporting requirements for human gene transfer experiments conducted in compliance with the NIH Guidelines (see Appendix M-I-C, Reporting Requirements).
d. Research Administration
i. The Responsible University Official (RUO) for Biosafety related to recombinant DNA research shall be the Vice President for Research (VPR).  Research Administration shall report to the VPR in matters related to rDNA research and the IBC.
ii. The responsibilities of Research Administration shall include:
1. Assist and ensure compliance with the NIH Guidelines by Principal Investigators conducting research at the institution as specified in Section IV-B-7.
2. Serve as the Office of Record for the IBC, maintaining all documentation as required by the NIH Guidelines.  Maintain confidential and secure database records and files of all registration documents, research protocols, correspondence, membership, meeting minutes, and decisions related to IBC issues.
3. Receive research protocols involving rDNA, assist Principal Investigators with proper completion of protocols, and facilitate review by the IBC.
4. Gather and distribute information relevant to the IBC’s functions.
5. Report any significant problems, violations of the NIH Guidelines, or any significant research-related accidents and illnesses to NIH/OBA within thirty days, unless the institution determines that a report has already been filed by the Principal Investigator or IBC.  
6. File an annual report with NIH/OBA which includes: (i) a roster of all IBC members clearly indicating the Chair, contact person, Biological Safety Officer (if applicable), plant expert (if applicable), animal expert (if applicable), human gene therapy expertise or ad hoc consultant(if applicable); and (ii) biographical sketches of all IBC members (including community members).
7. When possible and consistent with protection of privacy and proprietary interests, open the IBC meetings to the public.  Upon request, the institution shall make available to the public all IBC meeting minutes and any documents submitted to or received from funding agencies which the latter are required to make available to the public.  If public comments are made on IBC actions, the institution shall forward both the public comments and the IBC's response to NIH/OBA.

e. Environmental Health & Safety
i. Environmental Health & Safety (EH&S) is the operational arm of the biological research program.  As related to rDNA research, the responsibilities of EH&S include:
1. Advising and instruction of Principal Investigators, staff, and students in matters of appropriate safety practices and techniques, containment equipment, hazardous waste disposal, and construction design.
2. Providing and documenting, as applicable, appropriate education and training on research safety techniques/practices such as shipping of hazardous materials, blood borne pathogens, chemical safety, waste disposal, radiation safety, laser safety, and occupational health & safety.
3. Conducting routine laboratory inspections of work areas and performing or recommending preventive/corrective actions when necessary.
4. Reporting violations of the NIH Guidelines to the IBC.
5. Investigation of laboratory accidents or injuries.
6. Responding to emergencies (spills, personnel contamination, etc.).
7. Keeping record of, and obtaining when necessary, Material Safety Data Sheets (MSDS) on infectious agents or materials related to approved rDNA research.
8. Administering and providing oversight for health surveillance of personnel involved in connection with individual rDNA projects that have been determined, by the IBC, to require a health surveillance program.
V. CONTAINMENT GUIDELINES
a. The objective of physical containment is to confine organisms containing recombinant DNA molecules and to reduce the potential for exposure of the laboratory worker, persons outside of the laboratory, and the environment to organisms containing recombinant DNA molecules.  Physical containment is achieved through the use of laboratory practices, containment equipment, and special laboratory design.  Emphasis is placed on primary means of physical containment which are provided by laboratory practices and containment equipment.  Special laboratory design provides a secondary means of protection against the accidental release of organisms outside the laboratory or to the environment.  Special laboratory design is used primarily in facilities in which experiments of moderate to high potential hazard are performed.  Combinations of laboratory practices, containment equipment, and special laboratory design can be made to achieve different levels of physical containment.  Four levels of physical containment, which are designated as BL1, BL2, BL3, and BL4 are described in CDC’s Biosafety in Microbiological and Biomedical Laboratories, 5th Edition (the “BMBL”), and the NIH Guidelines Appendix G.   
b. Any change in containment level, which is different from those specified in the NIH Guidelines, may not be initiated without the express approval of NIH/OBA (see Section IV-C-1-b-(2) and its subsections, Minor Actions).
c. Experiments using Risk Group 2, Risk Group 3, Risk Group 4, or restricted agents as host-vector systems (See Section II-A, Risk Assessment) shall meet the containment recommendations of the NIH Guidelines:
i. Experiments involving the introduction of recombinant DNA into Risk Group 2 agents will usually be conducted at BL 2 containment.  Experiments with such agents will usually be conducted with whole animals at BL2 or BL2-N (Animals) containment.  Experiments involving the introduction of recombinant DNA into Risk Group 3 agents will usually be conducted at BL3 containment.  Experiments with such agents will usually be conducted with whole animals at BL3 or BL3-N containment.  Experiments involving the introduction of recombinant DNA into Risk Group 4 agents shall be conducted at BL4 containment.  Experiments with such agents shall be conducted with whole animals at BL4 or BL4-N containment.  Containment conditions for experiments involving the introduction of recombinant DNA into restricted agents shall be set on a case-by-case basis following NIH/OBA review.  A U.S. Department of Agriculture permit is required for work with plant or animal pathogens (see Section V-G and V-M, Footnotes and References of Sections I-IV).  Experiments with such agents shall be conducted with whole animals at BL4 or BL4-N containment.
d. Experiments in which DNA from Risk Group 2, Risk Group 3, Risk Group 4, or restricted agents is cloned into nonpathogenic prokaryotic or lower eukaryotic host-vector systems shall meet the containment recommendations of the NIH Guidelines:
i. Experiments in which DNA from Risk Group 2 or Risk Group 3 agents (see Section II-A, Risk Assessment) is transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed under BL2 containment.  Experiments in which DNA from Risk Group 4 agents is transferred into nonpathogenic prokaryotes or lower eukaryotes may be performed under BL2 containment after demonstration that only a totally and irreversibly defective fraction of the agent's genome is present in a given recombinant.  In the absence of such a demonstration, BL4 containment shall be used.  The Institutional Biosafety Committee may approve the specific lowering of containment for particular experiments to BL1.  Many experiments in this category are exempt from the NIH Guidelines (see Section III-F, Exempt Experiments).  Experiments involving the formation of recombinant DNA for certain genes coding for molecules toxic for vertebrates require NIH/OBA approval (see Section III-B-1, Experiments Involving the Cloning of Toxin Molecules with LD50 of Less than 100 Nanograms Per Kilogram Body Weight) or shall be conducted under NIH specified conditions as described in Appendix F, Containment Conditions for Cloning of Genes Coding for the Biosynthesis of Molecules Toxic for Vertebrates.

 

e. Experiments involving the use of infectious DNA or RNA viruses or defective DNA or RNA viruses in the presence of helper virus in tissue culture systems shall meet the containment recommendations of the NIH Guidelines:
i. Caution:  Special care should be used in the evaluation of containment levels for experiments which are likely to either enhance the pathogenicity (e.g., insertion of a host oncogene) or to extend the host range (e.g., introduction of novel control elements) of viral vectors under conditions that permit a productive infection.  In such cases, serious consideration should be given to increasing physical containment by at least one level.
ii. Recombinant DNA or RNA molecules derived therefrom, which contain less than two-thirds of the genome of any eukaryotic virus (all viruses from a single Family (see Section V-J, Footnotes and References of Sections I-IV) being considered identical (see Section V-K, Footnotes and References of Sections I-IV), are considered defective and may be used in the absence of helper under the conditions specified in Section III-E-1, Experiments Involving the Formation of Recombinant DNA Molecules Containing No More than Two-Thirds of the Genome of any Eukaryotic Virus.
iii. Experiments involving the use of infectious or defective Risk Group 2 viruses (see Appendix B-II, Risk Group 2 Agents) in the presence of helper virus may be conducted at BL2.  Experiments involving the use of infectious or defective Risk Group 3 viruses (see Appendix B-III-D, Risk Group 3 (RG3) - Viruses and Prions) in the presence of helper virus may be conducted at BL3.  Experiments involving the use of infectious or defective Risk Group 4 viruses (see Appendix B-IV-D, Risk Group 4 (RG4) - Viral Agents) in the presence of helper virus may be conducted at BL4.Experiments involving the use of infectious or defective restricted poxviruses (see Sections V-A and V-L, Footnotes and References of Sections I-IV) in the presence of helper virus shall be determined on a case-by-case basis following NIH/OBA review.  A U.S. Department of Agriculture permit is required for work with plant or animal pathogens (see Section V-G, Footnotes and References of Sections I-IV).  Experiments involving the use of infectious or defective viruses in the presence of helper virus which are not covered in Sections III-D-3-a through III-D-3-d may be conducted at BL1.
f. Experiments involving whole animals shall meet the containment recommendations of the NIH Guidelines:
i. This section covers experiments involving whole animals in which the animal's genome has been altered by stable introduction of recombinant DNA, or DNA derived therefrom, into the germ-line (transgenic animals) and experiments involving viable recombinant DNA-modified microorganisms tested on whole animals.  For the latter, other than viruses which are only vertically transmitted, the experiments may not be conducted at BL1-N containment.  A minimum containment of BL2 or BL2-N is required.  Caution - Special care should be used in the evaluation of containment conditions for some experiments with transgenic animals.  For example, such experiments might lead to the creation of novel mechanisms or increased transmission of a recombinant pathogen or production of undesirable traits in the host animal.  In such cases, serious consideration should be given to increasing the containment conditions.
ii. Recombinant DNA, or DNA or RNA molecules derived therefrom, from any source except for greater than two-thirds of eukaryotic viral genome may be transferred to any non-human vertebrate or any invertebrate organism and propagated under conditions of physical containment comparable to BL1 or BL1-N and appropriate to the organism under study (see Section V-B, Footnotes and References of Sections I-IV).  Animals that contain sequences from viral vectors, which do not lead to transmissible infection either directly or indirectly as a result of complementation or recombination in animals, may be propagated under conditions of physical containment comparable to BL1 or BL1-N and appropriate to the organism under study.  Experiments involving the introduction of other sequences from eukaryotic viral genomes into animals are covered under Section III-D-4-b, Experiments Involving Whole Animals.  For experiments involving recombinant DNA-modified Risk Groups 2, 3, 4, or restricted organisms, see Sections V-A, V-G, and V-L, Footnotes and References of Sections I-IV.  It is important that the investigator demonstrate that the fraction of the viral genome being utilized does not lead to productive infection.  A U.S. Department of Agriculture permit is required for work with plant or animal pathogens (see Section V-G, Footnotes and References of Sections I-IV).
iii. For experiments involving recombinant DNA, or DNA or RNA derived therefrom, involving whole animals, including transgenic animals, and not covered by Sections III-D-1, Experiments Using Human or Animal Pathogens (Risk Group 2, Risk Group 3, Risk Group 4, or Restricted Agents as Host-Vector Systems, or III-D-4-a, Experiments Involving Whole Animals, the appropriate containment shall be determined by the Institutional Biosafety Committee.
iv. Experiments involving the generation of transgenic rodents that require BL1 containment are described under Section III-E-3, Experiments Involving Transgenic Rodents.
v. The purchase or transfer of transgenic rodents is exempt from the NIH Guidelines under Section III-F, Exempt Experiments (see Appendix C-VI, The Purchase or Transfer of Transgenic Rodents).

 
g. Experiments involving whole plants shall meet the containment recommendations of the NIH Guidelines:
i. Experiments to genetically engineer plants by recombinant DNA methods, to use such plants for other experimental purposes (e.g., response to stress), to propagate such plants, or to use plants together with microorganisms or insects containing recombinant DNA, may be conducted under the containment conditions described in Sections III-D-5-a through III-D-5-e.  If experiments involving whole plants are not described in Section III-D-5 and do not fall under Sections III-A, III-B, III-D or III-F, they are included in Section III-E.  NOTE -  For recombinant DNA experiments falling under Sections III-D-5-a through III-D-5-d, physical containment requirements may be reduced to the next lower level by appropriate biological containment practices, such as conducting experiments on a virus with an obligate insect vector in the absence of that vector or using a genetically attenuated strain.
ii. BL3-P (Plants) or BL2-P + biological containment is recommended for experiments involving most exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents with recognized potential for serious detrimental impact on managed or natural ecosystems when recombinant DNA techniques are associated with whole plants.  BL3-P or BL2-P + biological containment is recommended for experiments involving plants containing cloned genomes of readily transmissible exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents with recognized potential for serious detrimental effects on managed or natural ecosystems in which there exists the possibility of reconstituting the complete and functional genome of the infectious agent by genomic complementation in planta.  BL4-P containment is recommended for experiments with a small number of readily transmissible exotic (see Section V-M, Footnotes and References of Sections I-IV) infectious agents, such as the soybean rust fungus (Phakospora pachyrhizi) and maize streak or other viruses in the presence of their specific arthropod vectors, that have the potential of being serious pathogens of major U.S. crops.  BL3-P containment is recommended for experiments involving sequences encoding potent vertebrate toxins introduced into plants or associated organisms.  Recombinant DNA containing genes for the biosynthesis of toxin molecules lethal for vertebrates at an LD50 of <100 nanograms per kilogram body weight fall under Section III-B-1, Experiments Involving the Cloning of Toxin Molecules with LD50 of Less than 100 Nanograms Per Kilogram Body Weight, and require NIH/OBA and Institutional Biosafety Committee approval before initiation.  BL3-P or BL2-P + biological containment is recommended for experiments with microbial pathogens of insects or small animals associated with plants if the recombinant DNA-modified organism has a recognized potential for serious detrimental impact on managed or natural ecosystems. 
iii. BL1-P is recommended for all experiments with recombinant DNA-containing plants and plant-associated microorganisms not covered in Section III-E-2-b or other sections of the NIH Guidelines.  Examples of such experiments are those involving recombinant DNA-modified plants that are not noxious weeds or that cannot interbreed with noxious weeds in the immediate geographic area, and experiments involving whole plants and recombinant DNA-modified non-exotic (see Section V-M, Footnotes and References of Sections I-IV) microorganisms that have no recognized potential for rapid and widespread dissemination or for serious detrimental impact on managed or natural ecosystems (e.g., Rhizobium spp. and Agrobacterium spp.). 
iv. BL2-P or BL1-P + biological containment is recommended for the following experiments:
1. Plants modified by recombinant DNA that are noxious weeds or can interbreed with noxious weeds in the immediate geographic area.
2. Plants in which the introduced DNA represents the complete genome of a non-exotic infectious agent (see Section V-M, Footnotes and References of Sections I-IV).
3. Plants associated with recombinant DNA-modified non-exotic microorganisms that have a recognized potential for serious detrimental impact on managed or natural ecosystems (see Section V-M, Footnotes and References of Sections I-IV).
4. Plants associated with recombinant DNA-modified exotic microorganisms that have no recognized potential for serious detrimental impact on managed or natural ecosystems (see Section V-M, Footnotes and References of Sections I-IV).
5. Experiments with recombinant DNA-modified arthropods or small animals associated with plants, or with arthropods or small animals with recombinant DNA-modified microorganisms associated with them if the recombinant DNA-modified microorganisms have no recognized potential for serious detrimental impact on managed or natural ecosystems (see Section V-M, Footnotes and References of Sections I-IV).

 
h. Experiments involving more than 10 Liters of culture shall meet the containment recommendations of the NIH Guidelines:
i. The appropriate containment will be decided by the Institutional Biosafety Committee.  Where appropriate, Appendix K, Physical Containment for Large Scale Uses of Organisms Containing Recombinant DNA Molecules, shall be used.  Appendix K describes containment conditions Good Large Scale Practice through BL3-Large Scale.

i. Experiments involving the formation of recombinant DNA molecules containing no more than two-thirds of the genome of any eukaryotic virus shall meet the containment recommendations of the NIH Guidelines:
i. Recombinant DNA molecules containing no more than two-thirds of the genome of any eukaryotic virus (all viruses from a single Family being considered identical [see Section V-J, Footnotes and References of Sections I-IV]) may be propagated and maintained in cells in tissue culture using BL1 containment.  For such experiments, it must be demonstrated that the cells lack helper virus for the specific Families of defective viruses being used.  If helper virus is present, procedures specified under Section III-D-3, Experiments Involving the Use of Infectious Animal or Plant DNA or RNA Viruses or Defective Animal or Plant DNA or RNA Viruses in the Presence of Helper Virus in Tissue Culture Systems, should be used.  The DNA may contain fragments of the genome of viruses from more than one Family but each fragment shall be less than two-thirds of a genome.

 
VI. REVIEW PROCEDURES
a. For all experiments involving recombinant DNA, including those which are considered exempt by NIH Guidelines, Principal Investigators must submit an IBC Protocol Application for (i) exemption determination and documentation or (ii) IBC review and approval of non-exempt experiments.  IBC Protocol Applications should be submitted to the Office of Research Administration:
•  
E-mail to ibc@uta.edu 

•  Drop off at 202 E. Border St., Suite 201

•  
Mail to Box 19188

•  Fax to 817-272-1111

b. The IBC Protocol Application Form is divided into 2 parts.  Experiments qualifying for exemption under the NIH Guidelines Section III-F require completion of Part I of the Protocol Application.  Experiments that do not qualify for exemption under the NIH Guidelines Section III-F (non-exempt) require completion of both Part I and Part II of the Protocol Application.
c. The Protocol Application will be initially reviewed by the IBC Chairperson to determine if it falls under the 6 categories of exemption as described in the NIH Guidelines, Section III-F:
i. rDNA molecules that are not in organisms or viruses.
ii. rDNA molecules that consist entirely of DNA segments from a single nonchromosomal or viral DNA source, though one or more of the segments may be a synthetic equivalent.
iii. rDNA molecules that consist entirely of DNA from a prokaryotic host including its indigenous plasmids or viruses when propagated only in that host (or a closely related strain of the same species), or when transferred to another host by well established physiological means.
iv. rDNA molecules that consist entirely of DNA from a eukaryotic host including its chloroplasts, mitochondria, or plasmids (but excluding viruses) when propagated only in that host (or a closely related strain of the same species).
v. rDNA molecules that consist entirely of DNA segments from different species that exchange DNA by known physiological processes, though one or more of the segments may be a synthetic equivalent.  A list of such exchangers will be prepared and periodically revised by NIH.  See Appendices A-I through A-VI, Exemptions Under Section III-F-5--Sublists of Natural Exchangers, for a list of natural exchangers that are exempt from the NIH Guidelines.
vi. rDNA molecules that do not present a significant risk to health or the environment (see Section IV-C-1-b-(1)-(c), Major Actions), as determined by NIH.  **See Appendix C, Exemptions under Section III-F-6 for other classes of experiments which are exempt from the NIH Guidelines.**  
b. Experiments determined as exempt by the IBC Chairperson will receive an acknowledgement letter from the IBC documenting the exemption and determination.  No further action is required by the Principal Investigator unless there is a change in procedures or the use of rDNA that would affect the IBC’s initial determination as exempt (allowable exemptions are outlined in NIH Guidelines, Section III-F).  
c. Experiments that do not meet criteria for exemption as outlined in NIH Guidelines, Section III-F will be scheduled for review by the fully convened IBC at the next scheduled meeting.  It is strongly recommended that the Principal Investigator attend the meeting to answer any questions or address concerns of the IBC during review in order to avoid tabling of the protocol.  
d. The IBC will consider the Protocol Application in conjunction the NIH Guidelines’ review requirements including: 
i. The source(s) of DNA.
ii. The nature of the inserted DNA sequences.
iii. The host(s) and vector(s) to be used.
iv. If an attempt will be made to obtain expression of a foreign gene, and if so, the protein that will be produced.
v. The containment conditions that will be implemented as specified in the NIH Guidelines.  
e. If the IBC requests additional information or modifications to secure approval following review of a Protocol Application, the Office of Research Administration or the IBC Chairperson will summarize these requests and notify the Principal Investigator.
f. Training requirements as determined by the Principal Investigator and the IBC must be completed by the PI and their research staff.  In accordance with the NIH Guidelines Appendix G, the Principal Investigator is responsible for ensuring that everyone in their laboratory has received adequate instruction in aseptic technique, the biology of the organisms used in the experiments, potential hazards, and the specific project emergency plan.  This site-specific training must be documented by the PI (dates, attendees, topics) and made available to the IBC or Environmental Health & Safety as requested.
In addition to site-specific training performed by the PI, there may be additional training requirements depending upon the type of research activity.  Training may occur simultaneously with the protocol review process, but final approval of the IBC Protocol Application will not be granted until the training requirements have been met and verified by the IBC. 

Table 1.  IBC Training Requirements
	Hazardous Material
	Training Requirement
	How to Obtain Training

	Recombinant DNA
	Research Involving Recombinant DNA
	Office of Research Administration

817-272-3723

or ibc@uta.edu 

	Recombinant DNA
	Site-Specific Laboratory & Technique Training
	The Principal Investigator is responsible for performing site-specific training of all laboratory personnel.  Training must be documented (dates, attendees, topics).

	Chemical Hazards
	Hazard Communication (HazCom) Training
	Environmental Health & Safety

817-272-2185 or http://www.uta.edu/policy/documents/ehs/hazcom_update_memo.pdf 

	Radioactive Material & 

X-Rays
	Radiation Safety Training
	Environmental Health & Safety

817-272-2185

	Lasers
	Laser Safety Training
	Environmental Health & Safety

817-272-2185

	Animals
	Animal Care & Use Training
	Office of Research Administration

http://www.uta.edu/ra/oric/animal/training.htm 

	Human Blood, Body Fluids, or Tissue
	Blood borne Pathogen Training
	Environmental Health & Safety

817-272-2185

	Shipping Hazardous Materials
	Shipping & Receiving Hazardous Materials Training
	Environmental Health & Safety

817-272-2185


g. Recombinant DNA experiments requiring BL2 or higher containment will require certification of the laboratory to ensure appropriate safety practices, equipment, and facility design.  Therefore, the Principal Investigator should notify the Environmental Health & Safety (EH&S, 817-272-2185 or ehsafety@uta.edu) as soon as possible once determined these levels of containment will be necessary.  The laboratory certification process may occur simultaneously with the protocol review process, but final approval of the Protocol Application will not be granted until the EH&S laboratory certification is complete.
h. Final approval of research protocols will be communicated to Principal Investigators via an approval letter issued by the IBC Chairperson.
i. In accordance with the NIH Guidelines, Section IV-B-2, the IBC will periodically review approved recombinant DNA research to ensure compliance with the NIH Guidelines and this Policy.  Periodic reviews will be scheduled at the discretion of the IBC and communicated to the Principal Investigators.  Principal Investigators are responsible for submitting information requested during periodic reviews in a timely manner, meeting the deadlines established by the IBC.
j. The Principal Investigator is responsible for notifying the IBC of any major changes in approved rDNA experiments.  The PI shall submit an Amendment Form for IBC review before implementation of any of the following:
i. A change in host or vector.
ii. A change in the donor species or nature of the DNA segment selected.
iii. A change of project title.
iv. A change in funding agency.
v. A change in the location of work/experiments.
vi. A change of the Principal Investigator or laboratory personnel.
k. When research covered by this Policy or the NIH Guidelines is conducted at or in cooperation with another entity, all provisions of this Policy remain in effect for that research.  The UT Arlington IBC may accept, for the purpose of meeting IBC review requirements, the review of an IBC established under another policy of compliance with the NIH.  Such acceptance must be in writing, approved and signed by UT Arlington’s IBC Chairperson, and approved and signed by correlative officials of each of the other cooperating institutions.
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