From: Judith Foster

To: Crista Wadsworth; Cynthia White; David A Armanini; Dawn Carter; Gary Skuse; Harman, Jennifer; Jennifer
Liedkie; Judith Foster; Karin Wuertz-Kozak; Kim Corbett; Mary-Anne Courtney; Paul Craig; Shannon LaJuett; Viet
Le; Vinay Abhyankar; Wade Narrow

Cc: Ke Du

Subject: November 10, 2021 IBC Meeting Minutes 9-10 AM
Date: Wednesday, November 10, 2021 11:02:50 AM
Attachments: Ke Du 11-2021 - XC updated Du.doc

Attendees: Cynthia White; David A Armanini; Dawn Carter; Gary Skuse; Jennifer Harman; Jennifer
Liedkie; Karin Wuertz-Kozak; Kim Corbett; Paul Craig; Judy Foster

From: Judith Foster

Sent: Wednesday, August 25, 2021 11:40 AM

To: Judith Foster; Crista Wadsworth; Cynthia White; David A Armanini; Dawn Carter; Gary Skuse;
Harman, Jennifer; Jennifer Liedkie; Karin Wuertz-Kozak; Kim Corbett; Mary-Anne Courtney; Paul
Craig; Shannon Laluett; Viet Le; Vinay Abhyankar; Wade Narrow

Cc: Ke Du

Subject: November 10, 2021 IBC Meeting Agenda 9-10 AM

When: Wednesday, November 10, 2021 9:00 AM-10:00 AM (UTC-05:00) Eastern Time (US &

Canada).

Where:

Meeting URL.: https://rit.zoom.us/j/97874685015?from=addon
Meeting ID: 978 7468 5015

Agenda:

1. Review Ke Du’s updated IBC project form.
a. We are not requiring the Safety SOP for this project because this project review
started before the changes in the Pl Process which includes the Safety SOP.

Comments from the committee on Ke Du’s project review:
> Question H1 & H2 need to be modified, if the answer is “No” then that should be

indicated by an “X.”

> Apparently using Ebola RNA isolated at Texas Biomedical Research Institute (BSL 4).
Ebola has a negative-sense genome so it needs an RNA-dependent RNA polymerase
to read it. Itis not infectious by itself.

o RIT IBC does not need information of what is being done outside of RIT for the
project other than non-infectious RNA is being provided to RIT for his
research.

» Too much experimental detail.
o Question K needs to be rewritten to be briefer and include only information
that helps us assess safety issues.
» Page 13 is blank and needs to be completed.
» Gary needs to email Ke that his research at RIT cannot start until IBC has approved the
project.
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Rochester Institute of Technology Institutional Biosafety Committee


Project Registration Form


Name(s) of PI(s):______Ke Du _________________________________________
Lab Location: _CBET 75-2140, 75-3120, 75-3140___________ 

Biological Agent(s) of Concern:  Synthetic RNA and DNA/Bacteria___________________________________________________________________ 


1. Use this form to: 

a) Register new or modified projects involving recombinant DNA constructs. Note: There are NO projects exempt from the NIH Guidelines for Research Involving Recombinant DNA Molecules as RIT receives NIH funding.

b) Declare non-recombinant biohazards including pathogens (mammalian or plant); and eukaryotic cells, fluids, cell lines, and unfixed tissue for new or modified projects. 


c) Register the use of biologicals noted above in animals.

d) Register the generation of de novo transgenic animals using recombinant DNA technology.

e) Register interbreeding or cross breeding of animals that were originally created using recombinant DNA technology AND are genetically different from each other; AND if you intend to administer agents listed above to these animals.

2. Contact the Acting Chair of the Institutional Biosafety Committee (475-5972 or rldsbi@rit.edu ) directly if you intend to generate transgenic plants.

3. Please do not use abbreviations without defining them.  Failure to do so will delay the review of your protocol.

4. Please e-mail your completed and signed form electronically, as a PDF or Word document, to ibc@rit.edu .


5. Is your project funded by the NIH? (PI to complete this question) 
   Yes


Prior to Submission to the IBC:


1. Obtain the Material Safety Data Sheet/Safety Data Sheet for the associated biological agent(s).




 FORMCHECKBOX 
 Yes   No




2. Ensure all individuals working on this project have:


a. Reviewed the RIT EH&S Biosafety webpage: http://finweb.rit.edu/grms/ehs/health/biosafety.html


 FORMCHECKBOX 
 Yes   No

b. Taken all necessary training course(s):










 FORMCHECKBOX 
 Yes   No

i. Biosafety Awareness (found on the biosafety webpage)


 




 FORMCHECKBOX 
 Yes   No

ii. Lab Safety: http://finweb.rit.edu/grms/ehs/lab/ 








 FORMCHECKBOX 
 Yes   No

iii. Gas Cylinder: (if working with compressed gases). Also on the Lab Safety webpage.



 FORMCHECKBOX 
 Yes  
 NA Bloodborne Pathogens: (if working with primate related biological agents). File paperwork.


 No  Yes  http://finweb.rit.edu/grms/ehs/health/bloodborne_pathogens.html NA
 No 

3. Write a project specific standard operating procedure (SOP) for the biological agent(s) you will be using.



 FORMCHECKBOX 
 Yes   No

4. Ensure the availability of all necessary safety devices (e.g. certified biosafety cabinets).





 FORMCHECKBOX 
 Yes   NA No 

IBC Committee Reviewer:  _______________________________________________________________________________ 

Date:  ____________________________________

         (Signature)


IBC Committee Project Approval:  _______________________________________________________________________________ 
Date:  _____________________________________


         (Signature)


Rochester Institute of Technology Institutional Biosafety Committee


Project Registration Form


Project Title: 
 

Campus Address#:                            



Question A.1.
Will this project involve the use of mammalian or plant pathogens including non-recombinant and recombinant pathogens? (List infectious Mammalian Viral Vectors under Question D.)


		No

		No

		Skip to Question B.1.



		

		Yes

		If yes, complete Table A.1.a.  Expand the table as necessary.








Table A.1.a.


		List pathogens (Genus, species, strain)

		Biosafety level



		

		



		

		





Question B.1.
Will this project involve the use of eukaryotic cells or fluids, eukaryotic cell lines, or eukaryotic unfixed tissues? (Use this section to declare human fluids such as blood and sera.) 


		No

		No

		Skip to Question C.1.



		

		Yes

		If yes, complete Table B.1.a.  Expand the table as necessary.








Table B.1.a.
Eukaryotic cells or fluids, eukaryotic cell lines, or eukaryotic unfixed tissues description. List all other organisms associated with project.

		List cells, fluids, tissues, cell lines

		Organism of origin

		From whom or where did you obtain these cells, fluids, or tissues

		If you are using cells, fluids, or tissues from vertebrate animals, provide corresponding IACUC # or write “NA”

		If KNOWN to harbor pathogens, specify the pathogen or write “UNKNOWN”

		If using human materials, indicate patient population from which materials are derived or write “UNKNOWN”

		Biosafety level



		

		

		

		

		

		

		



		

		

		

		

		

		

		





Question C.1.
Will this project involve the use of recombinant DNA (e.g. plasmids, non-pathogenic or pathogenic genetically engineered microorganisms)?


		No

		No

		Skip to Question D.1.



		

		Yes

		If yes, describe your recombinant DNA by answering questions C.2. - C.3 and by completing Table C.3.a. and Table C.3.b .   Expand tables as necessary.


Use NIH Guidelines Section I-B  as reference 


If you are creating transgenic animals, complete Question H. 


List under Question D. any infectious Mammalian Viral Vectors that are already packaged and that will be used as part of these experiments. 


If you are building new plasmids that will be used to develop a viral vector, then you must answer Question C.1 – C.3 and complete Table C.3.a  and Table C.3.b. relative to those plasmids.





Question C.2.
What is the nature of the DNA inserts? Check all that apply. IBC approval is required before initiation of studies involving constructs having these inserts.


		

		Insert contains full-length genes for toxins



		

		Insert contains full-length genes for drug resistance that, if expressed in disease agents of humans, animals, or plants, could compromise control of infection by those agents. (This does NOT refer to drug resistance markers used for selection during routine cloning, e.g. ampicillin.)



		

		Insert contains genetic material from a BSL-2 (or higher) MICROORGANISM (e.g. pathogenic bacteria, viruses, fungi, etc).



		

		Insert contains genetic material that likely codes for an oncogene



		

		Not applicable: None of the above categories describe the inserts proposed for use in these studies.





Question C.3.
Describe all the recombinant DNA constructs used in these studies by completing Tables C.3.a. and C.3.b.   Expand tables as necessary.


Table C.3.a.
Insert Description


		Insert number (Use this column to match your insert with its vector)

		What does your insert encode? 


(e.g. name of gene product or nature of regulatory region)




		List DNA type 


(e.g. genomic, cDNA, antisense, etc.)

		List organism or species of origin




		Does insert contain promoter? 


(Yes, no, unknown)

		Will you INTENTIALLY express the product of the insert? 


(Yes, no)



		1

		

		

		

		

		



		2

		

		

		

		

		



		3

		

		

		

		

		



		4

		

		

		

		

		





Table C.3.b.
Vector and Host Information. Correlate insert number from Table C.3.a. to information requested below.


		Insert number


(Use this column to match your insert (s) with its vector(s))

		List vector name(s) and describe




		1. List all bacterial and/or fungal agents in which this construct will be placed. Provide specific strain.


2. List potential adverse effects of expression (e.g. pathogenic conversion, toxin, etc). 


3. If no bacterial and/or fungal agents are used, write “NONE”.


4. Be sure to organize this information so it is CLEAR which construct you are referring to.

		1. List all eukaryotic cells (or cell lines) in which this construct will be placed. These cells should be described in Question B.


2. List potential adverse effects of expression (e.g. oncogenic potential, etc). 


3. If no eukaryotic cells are used, write “NONE”. 


4. Be sure to organize this information so it is CLEAR which construct you are referring to.



		1

		

		

		



		2

		

		

		



		3

		

		

		



		4

		

		

		





Question D.1. 
Will this project involve the use of Mammalian Viral Vectors?


		No

		No

		Skip to Question E.1.



		

		Yes

		If yes, complete Table D.1.a.   Expand tables as necessary. Also submit your Mammalian Viral Vector Registration completed for each viral system declared below.


Contact the IBC Chair if you have questions about your Mammalian Viral Vector Registrations.


 





Table D.1.a. 
List the vector system(s) proposed for use in these experiments and provide the corresponding information.

		List viral vector system (e.g. adenoviral, lentiviral, retroviral, adeno-associated, etc.)

		List corresponding viral vector registration number

		List cells transduced or infected with viral vector or write “NONE”. These cells should be described in Question B.

		List biosafety level(s) for packaging, propagation, and infection.



		

		

		

		



		

		

		

		



		

		

		

		





Question E.1.  
Will project involve the use of select agents (pathogens, recombinant DNA, or toxins of biological origin)?  


		No

		No

		Skip to Question F.1.



		

		Yes

		If yes, describe briefly in the text box below. Hint: Cut & paste from your Lab Registration, if applicable.








		Select Agent Description

		





Question F.1. 
Will any of the experiments covered by this registration ever involve more than 10 liters of culture at any one time? 


		No

		No

		Skip to Question G.1.



		

		Yes

		If yes, describe briefly in the text box below.





		Brief description of 10L experiments

		





Question G.1. 
Will this project or grant involve the administration of any biological, declared above, to LIVE animals (e.g. vertebrates, invertebrates)? 


		No

		No

		Skip to Question H.1.



		

		Yes

		If yes, complete Questions G.1 – G.4 relative to the biologicals declared above AND which will be administered to LIVE animals. Expand tables as necessary.


Generation of transgenic animals should be declared and described under Question H .1. and H.2.





Table G.1.a.


		List animal species or strain (one per line)

		Is this species transgenic? (Yes or No)

		List corresponding IACUC number or write “NONE” if no IACUC is required.



		

		

		



		

		

		



		

		

		



		

		

		





Table G.1.b.  Cut and paste this table for each species or strain to ensure clarity when using multiple agents in multiple species or strains.


		List agent administered to animals

		What is the number of doses?

		What is the concentration of dose?

		Describe exposure (administration) method and potential risk to experimenter. Indicate Biosafety Level 


(ABSL1, ABSL2, ABSL3)

		List type of animal housing necessary (ABSL1, ABSL2, ABSL3)



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		



		

		

		

		

		





Question G.2.
Will you be collecting tissues, cells, or fluids from these animals?


		

		No

		Skip to Question G.3.



		

		Yes

		If yes, complete Table G.2.Expand table as necessary.





Table G.2.a.      Expand table as necessary.


		List animal species of strain

		List the potentially hazardous agents that were administered

		List fluids, cells, or tissues collected

		If the collected cells, tissues or fluids are KNOWN to harbor pathogens or toxins, specify the pathogens or toxins or write “UNKNOWN”



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		





Question G.3.
Will the animals produce, secrete, or shed a toxic or infectious agent as a result of these experiments?
Note: if you are using transgenic animals, you must also consider whether the animal is more susceptible to the agent making the agent more likely to be shed.

		

		No

		Skip to Question G.4.



		

		Yes

		If yes, complete Table G.3.a. describing how your biological may be transmitted to humans or to other animals.


Please remember that the biological(s) (e.g. replication-defective virus, cell lines, human cells) administered to your animals may carry pathogens that could cause an infection, which could then be transmitted to humans or perhaps other animals.





Table G.3.a.


		

		Transmission potential. Check all that apply.



		List agent likely produced or shed

		Transmission from animal to animal? (Please be aware that some agents may be harmless to humans but could be pathogenic in animals and damaging to our animal colony.)

		Transmission from animal to humans?

		Environmental transmission (to feral populations)?

		Transmission via urine?

		Transmission via feces?

		Transmission via saliva?

		Transmission via natural vector? Specify vector:



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		





Question G.4.
Are there any mitigating factors that may modify (raise or lower) the biological containment level for these experiments?


		

		No

		Skip to Question H.1.



		

		Yes

		If yes, describe briefly in text box below.





		Brief description of mitigating factors

		





Question H.1.
Will you be generating transgenic animals through recombinant DNA technology? (e.g. mice, Drosophila, C. elegans, or other members of the Kingdom Animalia)

		

		No

		Proceed to Question H.2.



		

		

		









		Construct description

		





Table H.1.a.


		

		Construct 1

		Construct 2

		Construct 3



		List corresponding IACUC number or write “NONE” if no IACUC is required.

		

		

		



		If the inserted genetic material is from a Risk Group 2 (or higher) microorganism, list the organism or write “NONE”.

		

		

		



		If inserted genetic material is from a virus, how much of the total viral genome will be inserted. Write “less than ½” or “greater than ½” or write “None”.

		

		

		



		If inserted genetic material encodes for a functional toxin or a fraction of a toxin gene, list the toxin and percentage of toxin gene or write “NONE”.

		

		

		



		Will animals secrete or shed a toxic or infectious agent? List infectious agent or toxin or write “NONE”.

		

		

		



		List route of secretion or shedding (e.g. urine, saliva, feces) or write “NONE”.

		

		

		



		Will the animals that are generated have an increased propensity for infections with pathogens, either human or animal? Write “Yes” and explain or write “No”.

		

		

		





Question H.2.
Will you be interbreeding or cross breeding transgenic animals (those originally created using recombinant DNA technology) AND are genetically different from each other? This question also covers backcrossing transgenic animals with wild type animals. 


		

		No

		Skip to Question J.1.



		

		

		







Table H.2.a. 
Describe the existing genetics of each parental transgenic animal by completing the appropriate tables. Cut and paste this table to describe more than one cross.

		

		Parent 1

		Parent 2



		Specify species & strain(s) 


e.g. Balbc mouse; Drosophila melanogaster; C. elegans 

		

		



		What does your insert encode (e.g. name of gene product or nature of regulatory region)? Write NA if not applicable.

		

		



		What was deleted (e.g. name of gene product or nature of regulatory region)? Write NA if not applicable.

		

		



		Specify source of inserted sequence (e.g. mouse, human, etc.)

		

		



		Specify any potentially hazardous agent that may be encoded in INSERTED sequence (e.g. toxin, pathogens, oncogene) Write NA if not applicable.

		

		



		List corresponding IACUC number or write “NONE” if no IACUC is required.

		





Question H.3.
Will the progeny likely be selectively vulnerable to specific pathogens? (e.g. Consider pathogens that may be present in their immediate environment or that you may administer to these animals which may be transmissible to humans or to other animals.)

		

		No

		



		

		Yes

		Explain briefly in this box.





Question H.4.
Will the progeny likely have a survival advantage that could be genetically transmitted to feral populations? (e.g. If the animal escapes, how likely will it  die fairly quickly or how likely is it to reproduce with feral animals to produce viable offspring?)

		

		No

		



		

		Yes

		Explain briefly in this box.





Question H.5.
Will the progeny likely shed a pathogen that is transmissible to humans or a toxin that may affect humans?

		No

		No

		



		

		Yes

		Explain briefly in this box. Be sure to list the pathogen or toxin and how the agent may be shed from the animal.





Question H.6.
Will the resultant progeny result in the expression of transgenes or the disregulation of endogenous gene-products?


		No

		No

		



		

		Yes

		Explain briefly in this box.





Question J.1.
Will any portion of this project take place in other labs that are not controlled by the listed Principal Investigator or Co-Principal Investigator?


		No

		No

		Skip to Question J.2.



		

		Yes

		If yes, list the names of the Principal Investigators responsible for the labs and briefly describe the activities performed by each group relative to the declared agents in the text box below.


Note: Program projects frequently involve vastly different experiments for each investigator involved. Therefore each Principal Investigator should submit their own Grant / Project Registration representing their portion of the research. If you are registering a program project, list the other Principal Investigators and Co-Principal Investigators; and note “Program Project” under “Activity”. Questions should be directed to the IBC Program Coordinator.





		Principal Investigator

		Activity (brief description – 1-2 sentences)



		

		



		

		





Question J.2. 
List full name of lab personnel involved in the experiments declared through this registration document, including all Principal Investigators and Co-Principal Investigators. 

Ke Du (Assistant Professor), Ruonan Peng (Ph.D. student), Mengdi Bao (Ph.D. student), Li Liu (Ph.D. student), Justin Silva (M.S. student), and Jiacheng He (Undergrad)

Question K. 
Please provide a detailed summary stating the goals of your studies and describing the nature of the experiments done with each agent declared in Questions A-E.  (i.e. cells, DNA, viruses, bacteria).   Described each aspect of the project including:  acquisition, use/handling, storage, and disposal. You may paste it into this space or provide as a separate document. 


DO NOT cut and paste your grant abstract or your IACUC abstract, as it will not provide enough detail for the IBC review. Providing the specific aims of the project may be useful to provide perspective to the committee, however, submitting the aims without providing a summary of what you intend to do with each agent is no longer acceptable. 


Failure to provide information detailing how each agent will be used will result in a SIGNIFICANT delay in your approval.


Goals and Summary:


Our scope of work focuses on the development and characterization of an integrated optofluidic platform for point-of-care detection of viral pathogens (purified and non-infective). Our approach will combine amplification-free optical detection and differentiation of viral nucleic acids with on-chip sample preparation and processing in dedicated optical and fluidic layers, respectively. We will focus on multiplex detection of virus RNA strands (Ebola) in samples of varying complexity using this integrated, molecular diagnostic approach. We will also proceed the bacteria (e.g., Escherichia coli) isolation and concentration from human whole blood. To ensure the safety and health of our staff, training will be given to anyone working with the virus and bacteria.


Acquisition of samples:


The isolation and purification (2) of the viral RNA genome will all be handled by our collaboration partner Professor Jean Patternson in the BSL-4 laboratory at Texas Biomedical Research Institute (TBRI). Samples will be checked and validated by Dr. Ricardo Carrion at TBRI prior to receiving any sample at RIT. 






























Methods and equipment:


At RIT the sample preparation for the standard pathogen detection pull-down assay will be done in a biological safety cabinet. The experimental procedure is listed in the following steps:


1. A 200 μL sample of buffer (50 mM NaCl, 10 mM Tris-HCl) will be pipette into a 0.5 mL eppendorf DNA Lowbind micro-centrifuge tube (sealed)


2. 10 μL of isolated and purified RNA genome of Ebola received from Dr. Carrion at TBRI will be added to the 200 μL buffer sample via pipette


3. 1 μL 4-formyl-benzamide functionalities (4FB) magnetic beads (10 mg/mL) immobilized with Amino modified oligonucleotide will be pipetted into the microfluidic chip. The microfluidic chip is pneumatically actuated and controlled by a LabView program and circuit-board


4. RNA in buffer solution will be pumped into microfluidic chip automatically


5. Hybridization of RNA and pull-down beads will be performed in PDMS microfluidic chip


6. After incubation and washes by buffer, RNA will be released from the beads by heat and then collected in Eppendorf tubes


7. Captured RNA molecules will be collected in Low-bind micro-centrifuge tube (sealed) and measured by a portable fluorometer. 


For model experiments to develop methods we will also be using synthetic oligonucleotides modeled after fragments of virus genomes, for example the Ebola virus genome. All synthetic DNA oligos are single stranded and are about 20-200 nucleotides long. A commercial vendor (e.g.Integrated DNA Technologies) will synthesize these DNA fragments and ship them in a solid form. After receiving these fragments, we willresuspend the oligo into 1xPBS, transfer it to a 0.5 mL eppendorf DNA Low-bind micro-centrifuge tube and store at 4 °C.

Procedural Methods and Materials (bacteria cell handling):

General Safety Procedures:


1. Wear Personal Protective Equipment (PPE): gloves and lab coat.


2. Work in the biosafety cabinet (BSC) with laminar flow on and sash in the proper position.


3. All wastes containing bacterial cells must be discarded in the biohazard waste bin.  Large volumes of media containing bacteria must be treated with bleach or 70% ethanol, or autoclaved, before discarding down the sink.

Protocol


1) Sterilize the BSC using 70% ethanol.


2) Bring empty falcon tubes, sterile pipettes, liquid media and other items into the BSC. Do not bring cell cultures into the BSC at this point.


3) Label each falcon tube with the cell species it will be used with.


4) Using a sterile pipette, transfer 49 mL of liquid medium into a 50 mL falcon tube. Keep the pipette tip above the mouth of the falcon tube. If you fail in this or the pipette touches any surface, discard pipette and use a new one. Otherwise, the same pipette can draw from the same medium bottle multiple times.


5) Repeat Step 3 for all falcon tubes.


6) Remove medium bottles from the BSC. Bring the cell cultures into the BSC, except for any Bacillus species.


7) For each cell type to be passaged, pipette 1 mL of cell culture into its corresponding medium-filled and labeled Falcon tube.


8) Remove the cell cultures of the previous passage and the newly inoculated cell cultures from BSC. Return them to their respective incubators (including the previous passage cultures).


9) Bring any Bacillus cultures to be passaged into the BSC.


10) Repeat Steps 6-7

Bacteria isolation experiment:


The experimental procedure will be done in the biosafety cabinet. The main steps are listed as below:


1. The E.coli bacteria with a specific cell concentration will be spiked into the human whole blood (obtained from StemCell Technology  Inc., Vancouver, Canada) as a stock sample solution. Pipette up and down several times to ensure the uniform mixture. 


2. The red blood cells (RBCs) depletion reagent (obtained from StemCell Technology Inc., Vancouver, Canada) will be mixed with the stock solution in a falcon tube (15 mL), which will be placed into the EasySep magnet and incubated for 5 minutes. 1 part of reagent will be reacted with 10 parts of blood sample.

3. The whole tube will be picked up and inverted in one continuous motion, then the cell suspension will be poured into a new falcon tube (15 mL). 

4. Repeat step 2 & 3.


5. The RBCs-removed solution will be collected in a 10 mL syringe, which will be connected to the microfluidic isolation chip by applying the proper needle and microfluidic tubing. 

6. The whole syringe will be installed on the syringe mechanical pump for processing the bacteria isolation from RBCs-removed solution.


7. The waste solution from the chip will be collected in a new falcon tube, then transferred into the biohazardous waste bottle for the further autoclaved procedure.

8. After the isolation process, the fresh phosphate-buffered saline (PBS) solution (small amount down to tens of microliter) will be applied to wash out the captured bacteria, and PBS mixed with bacteria will be collected in an Eppendorf tube (sealed by the parafilm) for the further detection.

9. The waste materials, including gloves, pipette tips, falcon tubes, microfluidic tubing, and needles, will be disposed of in the proper biohazardous bag or Sharps container.

Exposure Controls Specific to Above Risk of Exposure:


1. PPE - Lab coats, face shield, gloves and sharps containers.


2. Decontamination of liquid waste (conditioned medium and old cell suspensions) should be performed in final 10% bleach (1:9 v/v) solution or 70% ethanol solution


Post experiment procedure:


Microfluidic and optofluidic chips will be cleaned by 10% v/v bleach for 10 minutes.


Bleach will be added to all related liquid waste samples to a final concentration of 10% v/v for 30 minutes, and will be drain disposed of with copious amounts of water.


All workbenches and surfaces will be cleaned after experiments with a 10% v/v bleach solution for 10 minutes.


All solid waste will be disposed of into the red biohazard bags placed in leak-proof containers in the waste collection area.

All wastes generated from this procedure will be autoclaved before disposal.


Autoclaved liquid wastes may be discharged directly to the sanitary sewer.

Cleanliness practices will be required in lab, including a thorough hand wash with soap before and after working in the lab by all research personnel.


Waste pipette tips will be stored and disposed of in the proper biohazard waste disposal bag (red autoclave bag).


Waste needles and glass slide will be disposed of in the proper Sharps container.

No food, no drink, and no make-up inside the lab.


Materials used will be logged into a laboratory manual/log book.


Proper training of research personnel will be required (yearly BBP re-certification, laboratory safety 


fundamentals, hazardous waste storage and disposal, etc.)


Spill clean-up procedures:


1. Don personal protective clothing including: gloves, goggles and lab coat.


2. Put absorbent paper down on the spill area.


3. Apply an effective disinfectant (e.g., 1:10 dilution of bleach) along the walls, work surfaces and trough. Avoid splashing the agent while applying the disinfectant. Do not attempt to clean the HEPA filters or other internal parts!


4. Allow 10-20 minutes for the disinfectant to work.


5. Wipe or absorb all excess disinfectant and place the absorbent material into a red bag. This waste must be handled as medical waste.


6. Reapply disinfectant to all exposed surfaces.


7. In the event of liquid spillage into the catch basin, add an equal volume of disinfectant and wait for 20 minutes to clean up the sterilized material. Process the absorbed material as medical waste.


8. Disinfect all materials used in the biosafety cabinet by wiping the surface with an effective disinfectant. Do not attempt to disinfect contaminated cardboard or other paper items that absorb liquid. Dispose of these items as medical waste.


Question L. 
Criteria for review from the Fink Committee Report – The IBC will, as part of its protocol review process, consider whether experiments being proposed fall into any of the seven categories of experiments of concern, those with legitimate scientific purpose, but which could be misused to pose a biological threat to public health and/or national security (Dual Use Technology). PIs are responsible for the initial assessment of their experiments in light of the Fink Report.   For more information, please visit http://www.nap.edu/books/0309089778/html.


Please check the appropriate answer:


		The Fink Committee identified seven classes of experiments that it believes illustrate the types of endeavors or discoveries that will require review and discussion by informed members of the scientific and medical community before they are undertaken or, if carried out, before they are published in full detail. 



		1. Would this experiment demonstrate how to render a vaccine ineffective? This would apply to both human and animal vaccines. Creation of a vaccine-resistant smallpox virus would fall into this class of experiments.

		

		



		

		No

		



		If Yes, please explain:






		2. Would this experiment confer resistance to therapeutically useful antibiotics or antiviral agents? This would apply to therapeutic agents that are used to control disease agents in humans, animals, or crops. Introduction of ciprofloxacin resistance in Bacillus anthracis would fall in this class.

		

		



		

		No

		



		If Yes, please explain:






		3. Would this experiment enhance the virulence of a pathogen or render a nonpathogen virulent? This would apply to plant, animal, and human pathogens. Introduction of cereolysin toxin gene into Bacillus anthracis would fall into this class.

		

		



		

		No

		



		If Yes, please explain:






		4. Would this experiment increase transmissibility of a pathogen? This would include enhancing transmission within or between species. Altering vector competence to enhance disease transmission would also fall into this class.

		

		



		

		No

		



		If Yes, please explain:






		5. Would this experiment alter the host range of a pathogen? This would include making nonzoonotics into zoonotic agents. Altering the tropism of viruses would fit into this class.

		

		



		

		No

		



		If Yes, please explain:






		6. Would this experiment enable the evasion of diagnostic/detection modalities? This could include microencapsulation to avoid antibody-based detection and/or the alteration of gene sequences to avoid detection by established molecular methods.

		

		



		

		No

		



		If Yes, please explain:






		7. Would this experiment enable the weaponization of a biological agent or toxin? This would include the environmental stabilization of pathogens. Synthesis of smallpox virus would fall into this class of experiments.




		

		



		

		No

		



		If Yes, please explain:








Principal Investigator Affirmation:


By signing below, I certify that I have read the following statements and agree that all the listed participants and I will abide by them.


1. All research involving biologicals performed in my laboratory will comply with the University’s requirements for the applicable biosafety level.


2. All personnel have completed the University’s Laboratory Safety Training Program. Required every academic year.

3. All personnel have received training regarding your laboratory and agent specific guidelines prior to working at the bench. Any new individuals assigned to the project must also receive the appropriate training.   All individuals handling BSL2 (or higher) materials have demonstrated competency prior to working with such materials.  The lab’s training is documented including date of training, summary of training, signature of trainee, initials or signature of trainer.  Safety information is available in the laboratory for referral or upon request by the Biosafety Officer. 


4. All significant laboratory-related accidents and illnesses will be reported to the IBC immediately.


5. All employee injuries and/or exposures are reported to the University through the University’s Employee Incident Report Form.


6. 
The Principal Investigator is responsible for rapidly communicating new information or data to the IBC if that new information or data should reveal or strongly suggest that the anticipated safety or biohazard potential of the approved experiments or vector systems diverge significantly from what was originally anticipated. (For example, it may be determined that a replication-incompetent viral vector system in fact contains substantial levels of a replication-competent revertant virus, with the potential for human infection of transmission.)


Principal Investigator: 
Ke Du











Date: 
11-03-2021



If applicable: 


Secondary PI: 













Date: 
11-03-2021




Please submit a signed copy of this form electronically to ibc@rit.edu .


Environmental Health & Safety – Laboratory Review 

Inspection items to be verified after IBC review:



1. Ensure proper maintenance/certification of all equipment (e.g. certified biosafety cabinets).




 NA No  Yes  

2. Ensure all required signage is posted in laboratory areas.








 No Yes  

3. Compile a lab notebook consisting of items 1-3 from page 1. (SDS, training certificates, SOP)




 No Yes  

4. Ensure no plants or animals in the laboratories.










 No Yes  

5. Ensure any autoclaves have appropriate, up-to-date operation and validation logs, and are validated every 40 operating hours.
 NA No  Yes  

COMMENTS:


PI Signature ______________________________________________  

Date _______________


EH&S Signature ___________________________________________

Date _______________

Retain a copy of this completed checklist with your project documentation. For questions, contact Cindy White at (585) 475-4980 or clwehs@rit.edu. 
NOTE: Any comments or non-compliance with guidelines require a written response/notification of action to Cindy White within 14 days of checklist receipt.

Final Assigned Biosafety Level ______________   Filing Date  __________________
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» IBC members send comments to Gary to be included in the email to Ke Du.

» Gary needs to meet with/talk with Ke about the IBC-our role, paperwork needed from
Pls, the IBC review process, and that the EH&S webpage to provide details on the
Biosafety webpage.

o Discussed that new faculty need to get mentored about the IBC.
= COS meets with new faculty about safety but not too much about
biosafety per se.

» Ke may need IRB review of his project.

2. Any other issues/topics?

a. RITIBC only needs an “outsider/U of R person,” to have a quorum, when approving
IBC project(s).

b. IBC Meeting Minute Retention, need to ensure the minutes are “publicly available”
i. Current EH&S has 11 years of IBC meeting minute posted on the Biosafety
webpages.
ii. The committee decided to keep 2 years of meeting minutes on the EH&S
Biosafety webpage. If someone wanted to see previous meeting minutes
they can email ibc@rit.edu to get them.

1. EH&S does keep all meeting minutes on the EH&S shared drive as a
backup.

Assistant Director of Environmental Health & Safety
Global Risk Management Services

Finance & Administration

Rochester Institute of Technology

office: (585) 475-6270 | f: (585) 475-2966

jafehs@rit.edu

CONFIDENTIALITY NOTE: The information transmitted, including attachments, is intended only for the person(s) or entity to which
it is addressed and may contain confidential and/or privileged material. Any review, retransmission, dissemination or other use of, or
taking of any action in reliance upon this information by persons or entities other than the intended recipient is prohibited. If you received
this in error, please contact the sender and destroy any copies of this information.
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