
From: Judith Foster
To: Christy Tyler; Karin Wuertz-Kozak; Julie Thomas; Crista Wadsworth; Cynthia White; David A Armanini; Dawn

Carter; Gary Skuse; Harman, Jennifer; Jennifer Liedkie; Judith Foster; Kim Corbett; Mary-Anne Courtney; Paul
Craig; Shannon LaJuett; Viet Le; Vinay Abhyankar; Wade Narrow

Subject: IBC Meeting Minutes 3/3/2021
Date: Thursday, March 04, 2021 10:08:55 AM
Attachments: IBCProjectRegistrationForm Tyler 02232021.docx

Project statement-Fulbright-Ilmiawati-Oct2020.pdf
IBCProjectRegistrationFormv8_Thomas-2-16-20.doc
No_Permit_P526-210110-001_20210202.pdf

Importance: High

From: Judith Foster <jafehs@rit.edu> 
Sent: Thursday, March 4, 2021 8:49 AM
To: Cynthia White <clwehs@rit.edu>
Subject: IBC Meeting Minutes 3/3/2021 

Attendees: Christy Tyler; Karin Wuertz-Kozak; Julie Thomas; Cynthia White; Gary Skuse;
Jennifer  Harman; Jennie Liedkie; Judith Foster; Kim Corbett; Mary-Anne Courtney; Vinay
Abhyankar; Wade Narrow
 
Sent: Wednesday, March 03, 2021 11:17 AM
To: Christy Tyler <actsbi@rit.edu>; Karin Wuertz-Kozak <kwbme@rit.edu>; Julie Thomas
<jatsbi@rit.edu>; Crista Wadsworth <cbwsbi@rit.edu>; Cynthia White <clwehs@rit.edu>;
David A Armanini <daaehs@rit.edu>; Dawn Carter <dxcsse@rit.edu>; Gary Skuse
<grssbi@rit.edu>; Harman, Jennifer <Jennifer_Harman@URMC.Rochester.edu>; Jennifer
Liedkie <jslsbia@rit.edu>; Judith Foster <jafehs@rit.edu>; Kim Corbett <kacsbi@rit.edu>;
Mary-Anne Courtney <mxcsbi@rit.edu>; Paul Craig <pac8612@rit.edu>; Shannon LaJuett
<silbme@rit.edu>; Viet Le <vqlntm@rit.edu>; Vinay Abhyankar <vvabme@rit.edu>; Wade
Narrow <Wade_Narrow@urmc.rochester.edu>
Subject: UPDATED Agenda for 3/3/2021 IBC Meeting

IBC Meeting Minutes:
1.     We welcome Karin to the IBC.  Thanks for joining this committee.
Ø  Judy Foster to add Karin Wuertz-Kozak to the Biosafety awareness training IBC chart

and committee distribution list.
 

2.     Review Christy Tyler’s updated IBC project
Ø  Cindy White will need to inspect a new lab when ready (GOS-A190).
Ø  Judy Foster to send Christy Tyler an email about the hep B vaccination forms/process.
Ø  Discussion points:

o   Need to pack samples in glass because of possible process contamination if sent
in plastic.

o   Samples to be analyzed from University of Toronto-per their request to be
added to the project, so Christy needs to update her project form to make
international samples more generic so new IBC form(s)/addendum will not be
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Rochester Institute of Technology Institutional Biosafety Committee

Project Registration Form



Name(s) of PI(s):_____Christy Tyler, Nathan Eddingsaas __Lab Location: _GOS A190, GOS A173___________ 



Biological Agent(s) of Concern:  _____Human stool __________________________________________ 



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) [bookmark: _GoBack]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	x  No



Prior to Submission to the IBC:

1. Obtain the Material Safety Data Sheet/Safety Data Sheet for the associated biological agent(s).					|_| Yes  No X NA	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			x Yes  |_| No

b. Taken all necessary training course(s):											|_| Yes   X No

i. Biosafety Awareness (found on the biosafety webpage)			 					x Yes  |_| No

ii. Lab Safety: http://finweb.rit.edu/grms/ehs/lab/ 									x Yes  |_| No

iii. Gas Cylinder: (if working with compressed gases). Also on the Lab Safety webpage.				x Yes  |_| No |_| NA 

iv. Bloodborne Pathogens: (if working with primate related biological agents). File paperwork.			X Yes   No |_| NA	http://finweb.rit.edu/grms/ehs/health/bloodborne_pathogens.html

2. Write a project specific standard operating procedure (SOP) for the biological agent(s) you will be using.				x Yes  |_| No

3. Ensure the availability of all necessary safety devices (e.g. certified biosafety cabinets).						|_| Yes  |_| No x NA



IBC Committee Reviewer:  _______________________________________________________________________________ 		Date:  ____________________________________

         (Signature)





IBC Committee Project Approval:  _______________________________________________________________________________ 	Date:  _____________________________________

         (Signature)





Rochester Institute of Technology Institutional Biosafety Committee

Project Registration Form





Project Title: 	 Assessment of microplastic in human excreta



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.)



		x

		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

		Skip to Question C.1.



		x

		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



		Human stool

		human

		Volunteer donors

		NA

		UNKNOWN

		Volunteers 

		2



		

		

		

		

		

		

		






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

 

		x

		No

		Skip to Question D.1.



		

		Nos

		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?



		x

		No

		Skip to Question E.1.



		

		No

		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)?  



		x

		No

		Skip to Question F.1.



		

		No

		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? 



		x

		No

		Skip to Question G.1.



		

		No

		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)? 



		x

		No

		Skip to Question H.1.



		

		No

		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.



		x

		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?



		x

		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)



		x

		No

		Proceed to Question H.2.



		

		Yes

		If yes, describe recombinant construct (vector, gene, gene function) in text box below and complete Table H.1.a.



Examples of recombinant DNA technology include (1) Direct microinjection of a chosen gene construct from another member of the same species or a different species into the pronucleus of a fertilized ovum; (2) Insertion of the desired DNA sequence by homologous recombination into an in vitro culture of embryonic stems and cells; (3) Use of a plasmid or virus to transfer the genetic material into germ cells



Use NIH Guidelines as reference: http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html









		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. 



		x

		No

		Skip to Question J.1.



		

		Yes

		If yes, complete Table H.2.a. and questions H.3. through H.6.



Use the NIH Guidelines as reference 







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.)



		x

		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?)



		x

		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?



		x

		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?



		x

		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?



		x

		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. 



Christy Tyler (GSOLS), Nathan Eddingsaas (SCMS), Cimi Ilmiawati (Fulbright Scholar)

 

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.



1. Stool samples to be obtained from mother-child volunteers by Dr. Ilmiawati in Indonesia and shipped with disinfectant to RIT. Samples will be collected in glass jars using metal spoons. Jars will be wiped with disinfecting wipes and bagged prior to shipping. All necessary human-subjects research approval have been undertaken by Dr. Ilmiawati at her home institution.

2. Protective glasses, gloves and laboratory coats will be worn at all times during analysis.

3. Analysis will follow standard protocols for analysis of microplastic particles in soils and sediments (see attached protocol at end of this document). 

4. All steps will take place in the appropriate hood.

5. All dirty glassware will be rinsed with a dilute bleach solution prior to acid washing.

6. Contaminated jars, bags, and consumable products will be disposed of in appropriate biohazard containers.




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.

		Yes

		



		

		No

		x



		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.

		Yes

		



		

		No

		x



		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.

		Yes

		



		

		No

		x



		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.

		Yes

		



		

		No

		x



		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.

		Yes

		



		

		No

		x



		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.

		Yes

		



		

		No

		x



		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.



		Yes

		



		

		No

		x



		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.)



[image: ]

Principal Investigator: 										Date: 	02/23/2021		





If applicable: 

Secondary PI: 														Date: 			







Please submit a signed copy of this form electronically to ibc@rit.edu .
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	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).					|_| Yes  |_| No |_| NA

2. Ensure all required signage is posted in laboratory areas.									|_| Yes  |_| No

3. Compile a lab notebook consisting of items 1-3 from page 1. (SDS, training certificates, SOP)					|_| Yes  |_| No

4. Ensure no plants or animals in the laboratories.											|_| Yes  |_| No

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





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  __________________








Sample Processing: Excreta

Updated 2/23/2021



All excreta samples are processed utilizing an improved NOAA laboratory method (Masura et al., 2015) as modified by Zobkov and Esiukova (2017) and Schwabl et al. 2019, briefly described here. 



Original samples will be subsampled to obtain two -  35 g wet weight subsamples.  One subsample will be dried in a convection drying oven for 24-48 hrs in the hood to obtain the dry weight. The second sample will be processed using standard procedures for organic matter oxidation, lipid removal, and plastic extraction: 

1. The sample is first processed using a wet peroxide oxidation (WPO) to remove natural organic material. 25 mL each of an Fe(II) catalyst solution and 30% hydrogen peroxide are added to the beaker and allowed to react at room temperature. Additional aliquots of hydrogen peroxide are added as needed until little to no organic material remains. 

2. Following WPO, a 10% KOH solution is added to remove recalcitrant organic matter and lipids.

3. After the WPO and calcite digestion, the remaining solids are filtered through a stacked set of 8-in diameter Tyler sieves (1.00 mm, 0.355 mm and 0.125mm), all of stainless steel mesh. Individual sieve contents are transferred to a filter funnel, and filtered onto methylcellulose filters.

4. Filters are attached to washed Petri dishes and air dried in the hood.

5. Microplastic particles are visually identified using a 40x dissection microscope, removed, enumerated and categorized according to morphology as fragments, pellets/beads, lines/fibers, films, or foams. All suspected microplastic particles will be stored for future analysis.



Quality Assurance/ Quality Control

In order to prevent/reduce potential contamination throughout the sample processing from external sources, such as airborne fibers, all glassware will be covered with a watch glass when not in use and washed thoroughly between trials.  Work will occur in a laminar airflow cabinet and the workspace wiped down with disinfecting solution daily.  Finally, a cotton lab coat and sterile nitrile powder free exam gloves are worn throughout the experimental procedure. To further account for contamination, blanks will be collected and processed at the same time and in the same manner as all samples.  
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BIOMONITORING OF MICROPLASTICS  IN HUMAN SAMPLES  
FROM INDONESIAN CHILDREN AND ADULTS 


  
BACKGROUND 
Plastic products has been part of our lifestyle for many decades due to their practical properties of 
being durable, versatile and lightweight. However, plastic waste has become an emerging 
environmental problems as it contaminates  our ocean, freshwater and land. Worldwide plastics 
production continue to rise since half-century ago and reaching more than 320 million tons in 2016 
with only a small part is being recycled while the rest polluted the environment (PlasticsEurope, 2016). 
These plastics slowly degrade due to weathering and become small fragments. Microplastics (particles 
<5 mm) has been shown to be ingested by marine organisms. Samples of bottled water from different 
regions of the world, including Indonesia, has been shown to contain microplastic particles and fibres 
(Mason et al, 2018) and the fallout of airborne plastics from cosmetics and synthetic fabrics is a health 
hazard (Prata, 2018), particularly for small children. Thus, through the food chain, water consumption 
and the air we breathe, we are constantly being exposed to these foreign particles. It is estimated that 
annual microplastics consumption of Americans ranges from 39000 to 52000 particles depending on 
age and sex (Cox et al, 2019). 
 
Microplastics is dangerous because of its physical properties and it can become a carrier where 
microorganism and pollutants are adsorbed to its surface. Microplastics inherently may contain 
additive toxicants such as phthalate, bisphenol A and flame retardant. Chemical and physical 
degradation of plastics make the size can be very small to cross the intestinal tract or alveoli to be 
transported in the bloodstream. Plastics pollution has been found in myriad of species from plankton 
to human. A recent study, reporting eight participants from different regions of the world with 
different dietary habit, showed that microplastics are present in human stool (Schwabl et al, 2019). 
This study is very small and from adult populations (33-65 years old). As living organisms are not 
evolved to digest plastics, microplastics may bioaccumulate in human as the top organism in the food 
chain. 
 
Unlike in developed nations, waste management in Indonesia is not given a priority by the 
government. Moreover, general public in Indonesia has low awareness on plastic waste reduction, 
reuse and recycle. Not to mention the inertia of Indonesian media to report and educate the public 
on environmental health threats due to plastics waste. Burning plastic waste is a habit of many 
Indonesians, in urban and rural areas. These are risk factors of exposure to microplastics. Plastics bags 
are used for cooking and preparation of daily meals. With the widespread use of online food delivery 
service, more plastic packaging are used and becoming waste in Indonesia. It is no secret that 
supposedly pristine beach are littered with plastics in many tourism destinations in Indonesia. On the 
other hand, fish and seafood consumption is being promoted by nutritional authorities as important 
source of protein and other essential nutrients. As most of the plastic waste ended up in the ocean, 
being degraded into microplastics and taken up by fish and other marine life, eventually microplastics 
will end up in our gastrointestinal tract. In fact, a study on fish sold in Makassar, Indonesia, found that 
28% of fish contained microplastics (Rochman et al, 2015) 
 
Children are a vulnerable population in terms of environmental exposure. They have no control over 
what they consume, where they play and sleep. Children may be exposed to higher dose of 
environmental toxicant compared to adults because of their physiology and higher metabolism. Other 
than from foods and drinking water, children may be exposed to microplastics from inhaling fragments 
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or fibers of carpets, blankets, toys, and clothing made from synthetic textiles, and from inhaling dusts. 
Children, being closer to the ground than adults, are more prone to inhale, to touch and to ingest 
microplastics present in house dusts. Indeed, it has been shown that the risk of plastic ingestion is 
greater from fiber exposure during a meal via dust fallout in a household compared to ingestion from 
mussels (Catarino et al, 2018). 
 
Microplastics have been shown to affect the metabolism of marine organism. Exposure to polystyrene 
microplastics cause alterations in the microbiome of larval zebrafish. Metabolomic analysis suggested 
that polystyrene microplastics induced alterations of metabolic profiles, including those involved in 
inflammatory response, neurotoxic response and oxidative stress (Wan et al, 2019). Microplastics 
particles less than 130 um in diameter have the potential to translocate into human tissues, trigger a 
localized immune response, and release toxic chemicals added during plastics production and 
pollutants adsorbed from the environment, including heavy metals and persistent organic pollutants 
(Wright & Kelly, 2017). However, there is a large data gaps in microplastic biomonitoring to enable 
accurate assessment of the amount of microplastics humans may be exposed to via food and other 
pathway. 
 
As human exposure pathway to microplastics can come from ingestion of foods, drinking water and 
inhaling contaminated air and considering exposure can start early in life, it is important to study the 
level of microplastics exposure across different age range. So far, there is only one study on 
microplastics in human samples and there is no published study on children exposure to microplastics. 
By conducting biomonitoring of microplastics in human samples across different age range, including 
children, will deepen our understanding on the epidemiology of microplastics exposure and will help 
our future assessment of impacts of microplastics on human health. 
 
OBJECTIVE 
The aim of this project is to provide baseline information on the quantity and characteristics of 
microplastic particles presence in human biological samples across different age range from Indonesia 
and to predict possible exposure pathway. 
 
METHODS 
Subjects recruitment 
The study sampling will be conducted in Padang, West Sumatra, Indonesia. By considering the time 
required for sample preparation and analysis and the available time frame for the study, 10-15 adults 
and 10-15 children will be recruited. Adult subjects and parents of children will be recruited by using 
online survey and questionnaire.  
   Inclusion criteria: 


1. Healthy adults and children (defined as below 18 year). 
   Exclusion criteria: 


1. Diarrhea or obstipation within previous 2 week. 
2. Following diet for medical reasons within previous 4 week. 
3. Antibiotic intake within previous 2 week. 
4. Drug intake affecting stool frequency and consistency (e.g., loperamide or lactulose) within 


previous 2 week. 
5. Drug intake affecting resorption (e.g., activated charcoal or cholestyramine) within previous 


2 week. 
6. Diagnosed gastrointestinal disease (e.g., ulcerative colitis or Crohn disease) 
7. Cancer, organ transplant, HIV, or any other severe disease. 
8. Invasive or abrasive dental treatment within previous 2 week. 
9. Current or recent (within previous 4 week) participation in a clinical trial. 
10. Pregnancy. 
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11. Alcohol abuse. 
12. Age >75 year. 


 
Subjects or their parents submitting signed informed consent form will receive a sampling package 
with detailed instruction. 
 
Sampling methods 
Stool will be sampled from newborn, toddler, children and their parents from Padang, Indonesia. 
Participants have to be healthy. They will be provided with a stool sampling kit and asked to document 
their food intake (without any dietary restriction) 7 days before sampling by filling a food diary.  A 
questionnaire will be used to collect information on participants characteristics and related habits 
potentially exposing them to microplastics, including fish and seafood consumption, bottled water 
consumption, consumer products, toys, and synthetic textiles. The ingredients of toothpaste and 
cosmetic products are recorded. Stool sampling is performed by participants or their parents using a 
metal spoon according to instruction to avoid contamination with plastics or synthetic fibers. Stool 
sample is stored in a labeled and preweighed glass bottles containing an antibacterial aqueous 
solution (Schwabl et al, 2019). 
 
 
Samples analysis 
Samples are frozen and shipped to partner laboratory in the US. Sample analysis will be performed at 
the Thomas H. Gosnell School of Life Sciences, College of Science, Rochester Institute of Technology, 
New York, US, in the laboratory of Dr. A. Christy Tyler/Dr. Nathan Eddingsaas. Samples are chemically 
treated to dissolve organic matter. Samples are then processed by filtration with 50-um metal sieve. 
After resuspension in ultrapure water, an aliquot is transferred to a filter via a vacuum system and 
dried. Microplastics will be characterized by Fourier-transform infrared  (FT-IR) microspectroscopy and 
spectra correlation analysis as the current analytic standard to identify the type and number of plastics 
particles ( Schwabl et al, 2019; Li et al, 2018; Silva et al, 2018). The spectra of 8 common plastics will 
be checked (polyethylene, polypropylene, polystyrene, polyvinyl chloride, polyethylene 
terephthalate, polyamide, polyurethane, polycarbonate).  A quality control sample (a blank sample 
without stool) will be processed and analysed at the same time with the stool samples to count for all 
potential contamination sources.  
 
Data Analysis 
Microplastics in each sample will be quantified and characterized based on the results of 
microspectroscopy. The size of the particles will also be measured. Number and type of microplastics 
will be compared across age group. Number of possible exposure pathway will be analysed for each 
age group and the correlation will be determined statistically when appropriate.  
 
PROJECT OUTCOME 
The proposed project is expected to result in a joint paper with the partner institution in the US and 
to be published in a reputable journal. A continuous collaboration is expected to develop from this 
project to better understand the environmental and health hazards we face as a global community. 
 
SIGNIFICANCE OF THE STUDY 
The proposed project will provide baseline information on the extent of microplastics internal 
exposure in humans of different age group from Indonesia, a country known to have vast extent of 
ocean and land littered with plastic waste. The results shall be important to inform authorities with 
data to form stricter policies to regulate plastic production, usage, and waste management. The 
results also have the potential to alarm the wide public to build awareness and modify their behaviour 
in using and disposing plastics in daily life.  
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TIMELINE OF STUDY 
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Rochester Institute of Technology Institutional Biosafety Committee


Project Registration Form


Name(s) of PI(s):________Julie Thomas_______________
Lab Location: ____GOS-1149, GOS-1231, GOS-1231____ 

Biological Agent(s) of Concern:  

Clavibacter michiganensis subsp. michiganensis (Smith) Davis et al. (ATCC 492), BSL1

ATCC URL: https://www.atcc.org/products/all/492.aspx#history

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) NO

Prior to Submission to the IBC:


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




 Yes   No X 

There is no MSDS for this organism, there is a product information sheet available at: https://www.atcc.org/products/all/492.aspx#documentation and also a general SDS sheet available at this URL from the ATCC (the SDS covers BSL1 or 2 or 3 so it is not very helpful)



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


Yes  X 

b. Taken all necessary training course(s):













i. Biosafety Awareness (found on the biosafety webpage)


 




Yes  X 

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








X X Yes  

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



NA 

iv. iv. Bloodborne Pathogens: (if working with human/primate related biological agents). File paperwork.

Yes  X
http://finweb.rit.edu/grms/ehs/health/bloodborne_pathogens.html

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



 Yes  X

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





 NA No  Yes  

IBC Committee Reviewer:  _______________________________________________________________________________ 

Date:  ____________________________________

         (Signature)


IBC Committee Project Approval:  _______________________________________________________________________________ 
Date:  _____________________________________


         (Signature)


Rochester Institute of Technology Institutional Biosafety Committee


Project Registration Form


Project Title: 
Phage sensitivity study 

Campus Address#:      Gosnell 1149                      



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.)


		X

		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.) 


		X

		No

		Skip to Question C.1.



		

		Yes

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


** NOTE: ATCC Biosafety levels refer to frozen cells (as shipped) only. CDC recommends that all human and non-human primate cells be handled as Biosafety Level 2.





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**





		Clavibacter michiganensis subsp. michiganensis (Smith) Davis et al. (ATCC 492)



		Tomato, Pennsylvania

		ATCC (not received yet, order has been placed)

		

		

		

		BSL1



		

		

		

		

		

		

		





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


		X

		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?


		X

		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)?  


		X

		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? 


		X

		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)? 


		X

		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)

		X

		No

		Proceed to Question H.2.



		

		Yes

		If yes, describe recombinant construct (vector, gene, gene function) in text box below and complete Table H.1.a.


Examples of recombinant DNA technology include (1) Direct microinjection of a chosen gene construct from another member of the same species or a different species into the pronucleus of a fertilized ovum; (2) Insertion of the desired DNA sequence by homologous recombination into an in vitro culture of embryonic stems and cells; (3) Use of a plasmid or virus to transfer the genetic material into germ cells


Use NIH Guidelines as reference: http://www4.od.nih.gov/oba/rac/guidelines/guidelines.html





		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. 


		X

		No

		Skip to Question J.1.



		

		Yes

		If yes, complete Table H.2.a. and questions H.3. through H.6.


Use the NIH Guidelines as reference 





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

		



		

		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

		



		

		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

		Skip to Question J.2.



		X

		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)



		Andre’ Hudson, Jennie Liedike

		Experiments for phage isolation in Phage Biology (BIOL 335), the bacterial will be maintained and stored as glycerol stocks in 1149 but 5-15 ml cultures and streak plates (LB media) will be transported down the hallway to 1231 and 1213 for phage plating experiments in those rooms (all rooms are BSL2 for other organisms). The “no-permit required” letter from the USDA was for educational use of this organism only.



		

		





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. 


Julie Thomas and no students

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. 


The bacteria will be purchased (has been ordered) from the American Type Culture Collection.  Cells will be streaked on LB plates with plastic loops to prevent aerosol generation and liquid cultures propagated in liquid media (LB broth or LB+N broth) at 30 (C. There will be a maximum volume of 15 mls for any one culture and we will use screw cap 50 ml tubes that will be discarded into Biohazard Waste (that is disposed of by the company Stericyle with whom GSoLS has a contract). Cells will be screened for sensitivity to bacteriophage by plating the cells (50-100 µL) in agar overlays (concentrations ranging from 0.15-0.7 % agar) and either adding clarified (centrifuged/filtered) samples with phage to the overlay as well or spotting on phage dilutions on top of the overlay.  Assays will be incubated overnight at 28 (C. The goal is that if we can identify a phage in class we could then use it in our (Dr. Borrego’s and Dr. Thomas’s) laboratories to study plant-microbial interactions using –omics approaches. Dr. Borrego is submitting an application to the USDA for a permit for this research which would require an inspection and approval by the USDA, and we would not commence this type of research until we have USDA and IBC approvals.  


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.


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.

		Yes

		



		

		No

		X



		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.

		Yes

		



		

		No

		X



		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.

		Yes

		



		

		No

		X



		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.

		Yes

		



		

		No

		X



		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.

		Yes

		



		

		No

		X



		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.

		Yes

		



		

		No

		X



		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.




		Yes

		



		

		No

		X



		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: 


Julie Thomas








Date: 
2/16/20

If applicable: 


Secondary PI: 













Date: 





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 decorative plants or animals (e.g. pets) 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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Animal and 
Plant Health 
Inspection Service 


Plant 
Protection & 
Qurantine 


4700 River Road 
Riverdale, Maryland 
20737-1236 


  


February 2, 2021


Re: P526-210110-001


Julie Thomas
84 Lomb Memorial Drive
Bldg. 08 / Room A-200
Rochester, New York 14623


Dear Julie Thomas:


We have evaluated your application to move:   


Clavibacter michiganensis subsp michiganensis (ATCC 492)


within the continental United States. Under 7 CFR 330.204
USDA has determined that certain plant pests may be moved
interstate within the continental United States without a
PPQ526 permit.


We are pleased to inform you that Plant Protection and
Quarantine (PPQ) does not require a permit for the
organism(s) listed above under the following conditions:


   •  The movement occurs only within the continental United
States
   •  The isolates of the organism(s) being moved were
originally collected within the continental United States
   •  The organisms are moved as axenic cultures only
   •  Obligate pathogens may be moved in infected host
material only if they have been grown/maintained under
controlled conditions such as in a growth chamber or
greenhouse.


If any of these conditions are not met, a PPQ526 permit will
be required for the movement of the listed organisms. The
USDA-APHIS website,
https://www.aphis.usda.gov/planthealth/330-regulation-lists,
provides the revised 7 CFR 330 final rule, and a list of all
organisms that do not require a PPQ526 permit, subject to
the conditions listed above.


You are responsible for ensuring compliance with regulations
promulgated under the authority of other statutes by the
State and other Federal agencies that may apply to your
proposed action (e.g., State Departments of Agriculture,
U.S. Fish and Wildlife Service, etc.).


Thank you for your cooperation. If you have any questions
regarding APHIS PPQ permits, please contact the PPQ Permit
Unit at 1-866-524-5421.


Sincerely,


 


  An Equal Opportunity Provider and Employer  


 
  United States Department of Agriculture


 
 



https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.aphis.usda.gov%2Fplanthealth%2F330-regulation-lists&data=02%7C01%7C%7Cde0b1fb9eeed4126ba4908d71f49c7f2%7Ced5b36e701ee4ebc867ee03cfa0d4697%7C0%7C0%7C637012274058463911&sdata=2lahwfwNZLbyqfVixl5c2CM%2BCB8uEguoJyClt7E3TDo%3D&reserved=0





Zhaowei Liu


 
APHIS Plant Health Programs
Plant Protection and Quarantine


  An Equal Opportunity Provider and Employer  


 
  United States Department of Agriculture


 
 







needed. Resubmit updated form to Cindy White/Gary Skuse for signatures.
§  Toronto’s samples will be pre-dried & pre-weighed before being sent to

RIT.
o   Ensure all paperwork associated with sample shipment matches i.e. commercial

invoice, letter of conformity, etc.  Otherwise,  there is a potential they will get
held up in customs.

o   Christy Tyler needs to review shipping label requirements.
o   It was noted it’s probably best to ship on a Monday in case of customs issues.
o   Samples will not need to be frozen during shipment, they contain an

antibacterial aqueous solution.
o   Christy Tyler needs to ensure EH&S has the most current procedure on file for

the project. Please send to Cindy White.
o   All individuals associated with the project need to take all required training and

complete hep B paperwork prior to working on the project.
o   Ensure everything is worked out ahead of the project i.e. IP, publication, etc.

§  Christy Tyler noted that she has International and the Dean’s office
approval.

Ø  IBC project was approved.  Gary Skuse will sign off on the updated project form as a
reviewer/IBC approval.  Gary Skuse will sent letter of approval also.

 
3.     Review Julie Thomas project
Ø  Project involves tomato plant pathogen.
Ø  Julie Thomas needs to update the project form to correct the labs where the research

will be conducted.  Resubmit updated form to Cindy White/Gary Skuse for signatures.
Discussion points:

o   Julie Thomas has filed for a USDA Aphis permit and is approved.
o   No lab inspection is needed, labs are already approved
o   In discussions with Dawn Carter & Eli Borrego this will be an approved project as

long as safe handling, disinfecting and autoclaving procedures are followed. 
o   Is there potential for rogue issues from the project? With proper handling there

should be no risk.
Ø  IBC project was approved.  Gary Skuse will sign off on the updated project form as a

reviewer/IBC approval.  Gary Skuse will sent letter of approval also.
 

4.     Discussion about  the NuAire, Inc. Risk Group Database
The ABSA International Risk Group Database consists of international risk group classifications
for bacteria, viruses, fungi, and parasites. In many countries, including the United States,
infectious agents are categorized in risk groups based on their relative risk. Depending on the
country and/or organization, this classification system might take the following factors into
consideration: pathogenicity of the organism; mode of transmission and host range;
availability of effective preventive measures (e.g., vaccines); availability of effective treatment



(e.g., antibiotics); and other factors.
Ø  Judy Foster to add the database link to the EH&S Biosafety webpage.

 
 
 
Judy Foster, CIH CSP 
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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