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Name NIH Guideline


Category
Species Function Expression Inserted Into Recipient of


plasmid


GFP III-D1a, III-D4b jelly fish Reporter Expression Plasmid,
Retro/lentivirus Tissue culture


Luciferase firefly Reporter Expression Plasmid Tissue culture


Luciferase III-D4b firefly Reporter Expression Plasmid


Directly into
OTHER
species, or
indirectly into
ANY species
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For each gene insert, make an entry.
-         The genes you mentioned in Section 1 (Summary) need to match the entries listed here.
-         Do not enter the entire vector as an entry, but enter individual genes or gene families.  
-         There is no need to make separate gene entries for non-expressing promoters and/or regulatory sequences (e.g. Cre, loxP).
Instead, please describe in Q7, what promoters and/or regulatory sequences may be used for the gene and make a general statement
of the altered risk due to the gene being linked to these promoters and/or regulatory sequences. 
For guidance on how to fill out the questions in the pop-up, see Help in top right corner of this window.  
 


 


Recombinant or Synthetic
       
DNA Insert(s) and Expression
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Viral vector
name


Common
route(s) of
transmission


Replication
competent?


Packaging
Cell line


Host Range Envelope
Protein


Recipient


Lentiviral vector


Autoinoculation
, Direct contact
with skin,
Mucosal
Membranes


N HEK293


Pantropic (all
animals,
including
humans)


VSV-G Tissue culture


 Lentiviral vector


Autoinoculation
, Direct contact
with skin,
Injection,
Mucosal
Membranes


N HEK293


Pantropic (all
animals,
including
humans)


VSV-G


Directly into
OTHER
species, or
indirectly into
ANY species
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This section is only for the following viral vectors: AAV, adenovirus (incl. CAV), baculovirus, lentivirus, or
retrovirus. For work with any other type of viral vector (e.g. rabies, HSV), select Activity type
"Microorganism" to enter information in Section 5. 
 
NOTE: Don't forget to fill out Questions 2 through 5, located below the matrix in Question 1! These apply
to the collective entries in Question 1.
 
For guidance on how to fill out the pop-up questions and the common Questions 2 through 5, see Help in
top right corner of this window.  


 
 
 
 


  Viral Vectors
       
1. List viral vectors used
Viral Vectors


       
2. Describe procedures involving use of viral vectors


a. Transport: Describe how virus will be transported to lab or between locations of use, propagation
and storage
Viral particles will not be transported out of the laboratory
 


b. Storage: Describe how the viral vectors will be stored and indicate the maximum concentration
and volume. If this information is different among viral vectors or types of viral vectors please
provide information for each.
 
HEK293 supernatant containing viral particles will be frozen in 1ml aliquots. 


HEK 293 supernatant containing viral particles (e.g. 1x10^9 GC/ml) will be stored in frozen 1 ml aliquots.
 


c. Will this project involve procedures that may lead to an increased risk of
exposure to personnel such as the use of sharps or procedures that create a
spray, splatter or aerosol risk?


Yes     No   


If YES, please describe procedures and methods for mitigation of risk
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3. Decontamination procedures for all viral vectors will only involve:


a. Liquid waste: Will be treated with bleach to a final concentration of 10%
bleach (made fresh weekly) for 30 minutes prior to disposal  Yes    No   
If No, clarify


 
b. Solid waste: Pipettes, containers, etc. will be disinfected with 10%


bleach(made fresh weekly) for 30 minutes prior to disposal in biohazard waste
container. Sharps will be disposed in sharps boxes immediately after use
without recapping. Disposable PPE will be placed in biohazard bags. All will
be autoclaved subsequently.


 Yes    No   


If No, clarify


 
c. Glassware: Following disposal of the liquid waste, glassware will be rinsed


with 10% bleach(made fresh weekly) for 30 minutes ,followed by washing and
autoclaving.


Yes     No   


If No, clarify
plasticware is substituted for glass
 


d. Surfaces: will be disinfected with 10% bleach (made fresh weekly) with a 30
minutes contact time after a spill or when work is completed for the day  Yes    No   
If No, clarify


 
       
4. What protective gear will a person working with the(se) viral vector(s) have to wear? Check all that


apply:
gloves
disposable lab coat
cloth lab coat
eye protection (incl. goggles, faceshield, etc.)
surgical mask
N95 respirator (must be medically cleared and fit-tested for this application)
other BSC for face


protection 
       
5. What will be used for hand washing?


soap
alcohol gel
other  


       
NOTE: When answering these questions, please ensure the answers are congruent with the information
provided in the safety protocol.
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Species What will be


administered?
At what Animal Biosafety
level will the work be
done?


Housing ABSL


 gene modified mouse cells
into mice


content goes into section 8
"What will be administered".
Please indicate whether this
is retro or lentiviral vector
and whether vector is self-
inactivating (3rd generation
or higher)


ABSL2 ABSL1


gene modified human cells
into mice


content goes into section 8
"What will be administered".
Please indicate whether this
is retro or lentiviral vector
and whether vector is self-
inactivating (3rd generation
or higher)


ABSL2 ABSL2
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Make sure that the answers match what is written in the Animal Research safety protocol (SOP).   For guidance on how to
fill out the questions on this page and in the pop-ups, see Help in top right corner of
this window.  
If you are registering procedures involving the administration of modified cells (e.g. via plasmids or viral vectors) to animals, please
contact Dr. Michael Smith (smitmic@musc.edu; 792-6535) for special instructions. 


 
 
 
 


 


Animal Research
       
1. Will transgenic animals be generated or bred under this protocol? Yes     No   
Transgenic animal Procedure


       
2. Will recombinant/synthetic nucleic acid molecules, microorganisms or biological


toxins be delivered to animals?  Yes    No   


Animal Exposure procedures
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The Principal Investigator (PI) must be an MUSC faculty member.  To enter a name, click
the Binoculars icon to the right of Name box. The PI's cell or home phone number is
required for emergencies.   
Urgent Notification Preference: For IBC purposes, always select "PI is primary contact for
all urgent issues."  All personnel, including PI and Lab Safety Rep, have to complete
applicable CITI Biosafety/Biosecurity Modules (See Help in top right corner of this window).


         
NOTE: PROTOCOL QUESTIONS AND INSTRUCTIONS ARE IN BOLD BLUE TEXT.
INVESTIGATOR RESPONSES ARE IN BLACK TEXT.
Click Next to advance to every section of the protocol. Every time you click Next, your changes will be
saved.


       
PRINCIPAL INVESTIGATOR
The Principal Investigator can view, edit, and submit protocol.
Principal Investigator*


Name * Degree(s)
Johnson, Christina    PhD 
Email * Office Phone *
johnsocv@musc.edu  8439717785 
Office Location (Bldg/Room) * Cell/Home Phone *
BSB208A  8439717785 
Lab Location (Bldg/Room) Lab Phone
   
Department * Urgent Notification Preference
Microbiology and Immunology   
Training Details 


Course Course Completion Date
Course
Expiration Date UserID


Animals in Biosafety 4/27/2015 6:14:07 PM  900009742 
Principal Investigator
or Lab Safety
Representative 


5/8/2015 1:10:47 PM  900009742 


Personnel on an IBC
Registration 


5/8/2015 1:10:47 PM  900009742 


Human Subjects in
Biosafety 


5/8/2015 1:34:26 PM  900009742 


Select Agents
Biosecurity and
Bioterrorism 


5/8/2015 1:50:36 PM  900009742 


Member of the IBC 5/8/2015 1:50:36 PM  900009742 
       
LAB SAFETY REPRESENTATIVE
The Lab Safety Representative can create, view, edit, and submit protocol. Click the Add button to add
multiple Lab Safety Representative. Leave blank if you do not have a Lab Safety Representative.
Lab Safety Representative


       
OTHER PERSONNEL
List all personnel who may come in contact with the agent(s) being registered in this application.
Individuals must have completed the CITI Biosafety/Biosecurity modules before approval to be added can
be released. CITI training instructions.
Other Personnel
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Click Next to advance to every section of the protocol. Every time you click Next, your changes will be
saved. If the page does not load, right click with your mouse and select Refresh/Reload.
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For guidance, see Help in top right corner of this window.   


 


Summary
       
Items marked with red stars ( * ) are required by the system to construct the protocol.


       
Official Project Title *
Sample protocol on how to enter administration of gene modified cells into animals
 
       
Lay Summary
Please provide the committee with a brief explanation of the proposed project. Use language that is
understandable to those with general knowledge of biology, and define all abbreviations and acronyms. Do
not attach grant applications (typically <350 words).
 
Two examples are given. Luciferase is an example for a plasmid. GFP is an example for an integrating viral vector.
 
       
Technical Summary
Describe the activities involving recombinant/synthetic nucleic acid molecules, biological toxins, and/or
infectious agents proposed in this application. Explain how the use of the agent(s) will further the goals of
this research.
 
EXAMPLE 1 
A plasmid expressing the luciferase reporter gene will be expanded using molecular grade E. coli. The plasmid will be
transfected into cell lines. Cells are administered to rats. 
1. Section 3. Complete and check tissue culture for 8d. 
2. Section 3. Clone the gene entry in section 3 and in question 2, change III-D4b from no to yes. Change question 8d
from tissue culture to “Directly into OTHER species, or indirectly into ANY species” and complete text box with
information of cell line species. 
3. Section 8. Complete 8.2. Answer question 1 with "other" (mouse or rat will not work) and specify the species of cell
line that will be used since it determines housing level. In question 2 check the gene(s) that will be administered to
animals and then proceed to complete section 8. Administration BSL is usually ABSL2. Housing level is ABSL1 for
rodent cells and ABSL2 for human cells. 


EXAMPLE 2 
A plasmid expressing the GFP reporter gene will be expanded using molecular grade E. coli. The plasmid will be
transfected into packaging cells to generate lentiviral particles that are then used to transduce cell lines. Cells will be
administered to mice. 
1. Section 3. Complete. For question 2 check III-D1a and III-D4b with yes. Check tissue culture for 8d 
2. Section 4 – List viral vectors used - Complete one entry with question 14 being answered as “tissue culture” since
the plasmid will need to be expanded in the packaging cell line to generate viral particles. Needles are not involved at
this step, so there should be no injection risk. 
3. Section 4 – List viral vectors used - Clone the “tissue culture” entry. Change question 4 to “Directly into OTHER
species, or indirectly into ANY species” and add information into text box. Needles are usually used to inject cells into
animals so there is an injection risk. 
4. Section 8. Complete 8.2. Answer question 1 with "other" (mouse or rat will not work) and specify the species of cell
line that will be used since it determines housing level. In question 2 check the viral vector(s) that will be administered
to animals and then proceed to complete section 8. Administration BSL is usually ABSL2. Housing level is ABSL1 for
rodent cells and ABSL2 for human cells.
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Add all Research Activities that are relevant to the project (one per type is sufficient).  This
then unlocks the corresponding Section(s) (blue tabs located above and in left hand
column) for you to fill out.
NOTE: Use of viral vectors AAV, adenovirus, baculovirus, lentivirus, and/or retrovirus fall
under Activity type "Viral Vectors".  All other viral vectors need to be added under Activity
type "Microorganism".
NOTE: Molecular cloning grade strains of E.coli or S.cerevisiae do not need to be added
as a "Microorganism" activity type: they are addressed when entering information under
Activity type "Recombinant/synthetic nucleic acid molecules".
For additional guidance, see Help in top right corner of this window.  
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