Guide: How to fill out the IBC registration form

This form should be completed for ALL research (funded or non-funded) involving:

1. Recombinant DNA - Molecules that are constructed outside living cells by joining natural or synthetic DNA
segments to DNA molecules that can replicate in a living cell, and the molecules that result from them.

2. Pathogens — Can cause disease in healthy human adults
3. Select Agents — On the select agents list at www.selectagents.gov

If mammalian cells or body fluids (fixed or not) are used but no agents listed above are used then work must be done

at biosafety level 2 (BSL2), however, you need NOT complete the registration form.

The form is to be submitted along with the research description form. The Pl who is ultimately responsible for the lab
must submit all documents by email (see form for address). Sending forms from an email account constitutes a
signature from that person. For assistance contact the Office of Laboratory Safety (OLS), Ross 627, 4-2630.

INSTRUCTIONS FOR SECTION 1

Pl responsible
for the lab space
and ultimately
responsible for
safety and must
actually submit
the proposal to
the IBC via
email.

-

Primary researcher for the project (often same as submitter)

W‘Ml—

Mare of P for this project: John Doe
Marne of responsible Pl for lab (submittery: Jane Doe

Title of proposal (grant name if funded): Gene expression study of
Seeking (or have) external funding for work? BEY CIN  Source: HIH
Title of other grantis) if more tan one: KA
Perind: 40 fo 411

Submission type: [ new IBC project

Dept: bic

Location for prop wark (rooms): Boss &

[ periocic review [ amendment to exis

Reviews are done at least
annually. If changes are
needed: open the original
electronic copy, make the
changes and send it to OLS
via email with an
explanation of the changes.

An amendment must be submitted when a significant change is made to research. “Significant” would include: a
change in research class; change in biosafety level; new select agent; new pathogen; major modification of a
unique, non-commercial expression vector; any change in an expression vector resulting in increased levels of
transgene expression; large changes in the nature of an inserted gene (ie: oncogene, virulence, origin or replication).

To submit: make changes to the original form (track changes) and attach to an email. In the email:
1. Write a brief synopsis outlining the original work approved by the committee.
2. Explain the changes (ie: changes in the insert, vector or host and how this will affect risk)

INSTRUCTIONS FOR SECTION 2a

DMA soUrce(s): arganism,

Wature of sequences) | ‘ector(s): type, name List All hosts andior

Fisk group (RG) 3

, | Select the highest

ene name (ie: coding, regulatory) infectious agents
1| rat- HeuroDé (Nextl) coding pe DNAE or pBud E. coli E1 Oz Oz
mouse - MET (HEE) CE4.1 plastid
mouse - ME2 (E2-2)
M Me Mz |

number risk group of
all agents on the line
assuming agents are

’ T

For multiple items

within a column for the

same line, add new
lines within the box

Use a different line for each host vector system.
Also there may be more than one host per line
(ie: E.Coli for replication and mouse cells for
expression OR rDNA host and live animal)

full genome. Human
pathogens are 2 or
higher.
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INSTRUCTIONS FOR SECTION 2a cont.

ture of sequence(s)
- coding, regulatary)

Wector (53 type, name

List All hosts and/for
infectious agents

Risk group (RG)

A, caninum

O1 F: Oz

ture of sequence(s)

Wector (53 type, name

List All hosts and/jor

14 [ USRI

Risk group (RG)

- coding, regulatary) infectious agents
dagy Jivey, A, O E2 Oz
caninum

If a pathogen is used without rDNA work
then simply put the agent in the “host(s) /
infectious agent(s)” column.

AND

If a host is involved, enter the host
information as well. Put (live) next to the
host if it is a whole, live, animal (higher
eukaryote).

INSTRUCTIONS FOR SECTION 2d

a

&

Each line represents NIH
classes of research

n-o | IBCt rONAransferred fo or fram: whale animals, whale plants thigh risk work)
animals, experiments invalving >10 Liters of culture, agents listed in Risk ¢
infective eukaryotic viruses in cell culture.

lI-E | IBCE-mostcommon | rDMAInvalving: eukarydtic viruzes thot mare than 202 genome)in cell cull

risk work) and associated small animals, artropods, o generation of frans
(BSL1Y, any work not covered in the other categories (most hon-pathogeni

decreasing in risk as you
go down the column (IlI-A
is highest risk).

Categories IlIA-11IC are self-explanatory. In general choose IlI-D if any agent in Table 1 is a pathogen. Also,
work with whole animals, large quantities (>=10 liters) or high risk whole plants falls in this class. For research
not applying to any other class choose IlI-E. This class is a catchall for most non-pathogen work and is the
most common. Also, lower risk whole plant use and associated small animals are IlI-E. Infectious eukaryotic
viruses are Pathogens and thus IlI-D. However, if the DNA used is less than 2/3 of the genome (with no helper
viruses) then they are considered defective and fall into IlI-E.

INSTRUCTIONS FOR SECTION 3

Each line addresses measures or

TN
O Is there any reason to believe any of the following things would be diffsrent in your characteristics of the research that could
1% (e wirulence, pathogenicity, infeciious dose, environmental stability, host range, increase or decrease the risk of the original
CINA {not a pathogen)  Are there biological barrier options available ie: atenus agents. For instance the source DNA may
characteristics? increase the virulence of the host and raise the
CINA (no rDNA) Wil the inserion encode for an oncogene, integrate into the ge risk whereas attenuating an agent can lower
competent vinses? the risk.
{  [TTY S S Ry Ep——" | ESEPCNTRIEY, - SN TR DR RPN TR DTN IR ST PN B |
INSTRUCTIONS FOR SECTION 4
Biosafely level (BSL) Animal biosafety level (ABSL) All bitot'ﬁgical' work on campus thStf
- mee € minimum requirements o
1 1 2 3 enhanced WA 1 2 3 142 . :
> E 1 % > E 3 E — E NA E 1 % > E 3 BSL1. Check the animal biosafety level
ennance only if whole, live, vertebrates are used.
3 M Fe /s ™1 anhanred =1 na I T I T I e

Each line corresponds to the lines in Table 1. Risk groups (RG) are for agents, while biosafety levels are for
facilities and they will usually be the same (ie RG2 = BSL2) UNLESS...the risk assessment in section 3 has
lowered or raised the risk level. The containment level must match the new risk. Also, work with mammalian
cells must be conducted at BSL2 or higher. The “enhanced” box is for work with pathogens, such as HIV, that are
concentrated (much higher than regular clinical samples), this work is done with higher containment practices.
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