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Creating BUA Protocols with RIMS

Getting Started

= Log into RIMS

=  http://www.bu.edu/rims

= Click on “Login” and enter your BU username and Kerberos
password

= You will then be directed to your RIMS homepage

@Research Information Manag « Boston University - Windows [nternet Explorer —— = e
@LJ' ‘ hittp:/fwww.bu.edu/rims/ ,‘ B (4| % Bing pr

X i‘g(unvert v @Sa\an

y:j Favorites B ﬂ Suggested Sites » @ | Web Slice Gallery v

[ Research Information Management System (RIM... [ B ~ = @ v Pagev Safety~ Tools~ @J' ”

Boston University Associate VP for Research Compliance E &

This Site SEARCH
Research Information Management System

LOGIN  PIREGISTRATION  TRAINING REGISTRATION ~ ADMINISTRATORS ONLY ~ TUTORIALS ~ CONTACTUS

LOGIN

PIREGISTRATION
The Cffice of the Associate VP for Research Compliance (OAVPRC)is working on a

comprehensive project to provide online application for collection and management

e ! TRAINING REGISTRATION

) Explorer?

of data for various compliance management requirements. The system has been i i £

branded as (RIMS) Research Information Management System. Note: Ifyou are using ADMINISTRATORS CHLY i
TUTORIALS

The purpose of this projectis to provide researchers with a single location to submit, ~ recommended that you

modify or renew all their Research Compliance related information such as protocol  use version & or higher FLIRAE

approval requests (e.g. animal use, or biclogical use authorizafions), hazardous when using RIMS

materials inventories (e.g. chemical, biological, or radioactive materials), personnel

rosters and training records, equipment lists, etc., as required by various regulatory O news

agencies or campus oversight policies. RIMS will also provide a centralized and
integrated database for the administrative units to manage related issues such as
ensuring prior approval before use of the hazardous material, suitaoility of location of
use, adequate fraining and medical surveillance of stafl, appropriateness of
protective equipment measures et

HNew Tutorials: Chemical Inventory
The Tutorials section has a new
instructional guide for creating and
updating

RIMS is designed as a Pl-centric system in which various research acfivifies of PI's Hew Online Course: Laboratory
are fracked. The PI defines the project he/she is working (e.q. location, category of Safety Refresher Training
subject, materials etc). The combination of this information is used to determine The RINS teamis proud to
specific needs ofthe praject such as raining, safely equipment, permits, etc. The system will be designed such that  2NoUNCe a new online course
information provided for one applicationform will be available for use in other forms/applications preventing avalatle

duplication of data and allowing researcher to use more time to research and less time filling out paperwork. The

OAVPRC is implementing strict security measures to ensure the information remains safe and secure Training Maintenance Completed

Training maintenance has been
completed and Training
Registrafion is now back online. ....

RINS i being developed as an integrated system that interconnects various committee nesds, recognizing t is
imperative, for example, for nzfitutional Animal Care and Use Committee forms and processes to be fully coordinated
with those of the Institutional Biosafety ¢ o ensure the information obtained by one committee can be fully
utiized by the other. OAVPRC is cumently reviewing all fts forms and processes fo ensure they meet the current

research and compliance needs, are based on best practices, are efficient, and are integrated with the needs of other

ALSO SEE
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Creating BUA Protocols with RIMS 7/13/2010

Prerequisites

= The first page you see when you log in will be your
personalized RIMS homepage. This will be covered in
more detail in another presentation, but for now,

= Ensure that your Pl Profile is complete and accurate:

= Information about the PI
= Includes office and lab information, and emergency contact information

= Declare your activities
= Activities related to your research
= |dentify your personnel

= List of all personnel in your lab

= |dentify your locations
= List of your lab locations

= RIMS Principal Investigator Home Page - Windows Internet Explorer

—

@.( )= | @ httpffrims,buvedufezsearch?target_url=/bostonu/PisearchHome, jspaeflist_showal=on SAIREAIRS R
file Edt Wew Favortes Took Help

Lo [ a7 ) »
w | @ RIMS Principal Investigatar Home Page Il i - Bl v |k Pags + 0 Tools -

Research Information Management System (RIMS)

Research Information Management System (RIMS) Principal Investigator Home Page
Return to this page at any time by clicking on the Home Tab atthe top of the page. Please configure your browser to allow popups on this site.

Getting Started with RIMS

PI Profile

Information about the PI
Declare your acthifies

|dentify vour personnel

-
Identify vour locations PI P f I

Lab Snapshot (PDF) rﬂ I E
Activities and Authorizations

St Information about the PI
(IBC Application) - [help]

Intent to Administer Bioloaical

Declare your activities

Chemical Inventory Management

s |dentify your personnel

Marketplace - [help] " "
Samm Sl |dentify your locat

prrTops— EntiTy yourlocations
View the Animal Marketplace (click

R Lab Snapshot (PDF)

Done \J Local intranet 0% T
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| |
BUA Application

= To start or edit a BUA application, you'll need to go to the
BUA Application homepage.

= From the Pl homepage, select “Biological Use
Authorization (IBC Application)

= RIMS Principal Investigator Home Page - Windows Internet Explorer
@ > Ad & | http:frims.bu.edufezsearch?target_url=/bostonu/PisearchHome, jsp8list_showal=on v ¥ | X Feig
Elle  Edit Wiew Favorites Tooks Help

y ; i »
w ‘@RIMSP \\\\\ jpal 1 tor Home Page ‘ | f v B e v [rPage v ) Tooks +

Research Information Management System (RIMS)

Research Information Management System (RIMS) Principal Investigator Home Page
Return to this page at any ime by clicking on the Home Tab at the top of the page. Pleas!

Activities and Authorizations

Pl Profile
Information about the P1
hvities

Radioisotope Permit - [help]

Biological Use Authorization

‘ (BC Application)- frelp] (HEW.
e Intent to Administer Biological
Materials into Rodents

Chemical Inventory Management

i larketplace (click
above before selecting this

Dane \j Local intranst FI00% T
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Creating BUA Protocols with RIMS 7/13/2010

BUA Application

= This page displays all of your BUA applications and the
status for each. Older BUA applications (submitted via
Word) may not appear.

= Each row in the below table represents a different
application. Thus, if you have 3 BUAs, you will have 3
entries. In this example, this Pl has 6 BUAs in various
stages. Each application (row) is the most recent version
of your application, including all amendments and
revisions.

sion Home Page - Windows Internet Explorer

{= eCol
(€]
Fle Edt view Favortes Tools Help

W R | @ ecamplance Protosubrission Home Page [ fir B v Page - ) Tonks -

Research Information

Biological Use Authorization - (IBC Application) selectadifferent package

Help and Frequently Asked Questions

Click here to start a new Biological Use Authorization - (IBC Application)

Click on the Id to open, view or edit a Biological Use Authorization - (IBC Application)
To view the reviewer's comments, click on the Review hyperlink

Contact:|BC Office

Id Created LastModified Submission Status

704 6/24110  6/24110 Unfinished

703 62410 62410 Su.bmltted 6/24/10 (UNEVALUATED - Review Pending) Archives

- Print 6/24/10 Summary -

550 19610 6AM0 Su.bmltted 6/24/10 (UNEVALUATED - Review Pending) Archives

- Print 6/24/10 Summary -
Submitted 4/16/10 (ACCEPTED)

546 1/22110 31110 Reviewer Comments Archives
Print 4/16/10 Summary

< b3

S Localintranet L
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Creating BUA Protocols with RIMS 7/13/2010

BUA Application

= |D: Identification number for a specific BUA

= Create and Last Modified: Dates referring to when the application
was started and last modified by the PI

=  Submission Status: Tells you where in the process your application
is

» Unfinished: Not yet submitted to the IBC

» Unevaluated — Review Pending: Submitted to the IBC, but not
reviewed yet

= Accepted: Accepted by the IBC
= Declined: Declined by the IBC

= Deleted: Removed from the system (could be a duplicate protocol, or
an expired one, etc.)

= Archives: View the protocol’s history

& eCompliance Protosubmission Home Page - Windows Internet Explorer.

@\ 5 v ] http:fpims b lass=12 w4l % £l

Fle Edt Yew Favortes Tooks Help

= , »
T @ eompliance Protosubmission Home Page | Fi v B @ - rPage - () Tank -

Research Information

Biological Use Authorization - (IBC Application) selecta different package

Help and Frequently Asked Questions

Click here to start a new Biological Use Authorization - (IBC Application)

Click on the Id to open, view or edit a Biological Use Authorization - (IBC Application)
To view the reviewer's comments, click on the Review hyperlink

Contact: [BC Office

Id Created Last Modified Submission Status

704 6/24110 6/24/10 Unfinished
703 612410  6/24/10 Su.bmltted 6/24/10 (UNEVALUATED - Review Pending) Archives
Print 6/24/10 Summary -
552 112610  6/110 Su.brmtted 6/24/10 (UNEVALUATED - Review Pending) Archives
Print 6/24/10 Summary -
Submitted 4/16/10 (ACCEPTED)
246 1/22110 3110 Reviewer Comments Archives
Print 4/16/10 Summary g
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BUA Application

=  Start a new BUA application
= Select “Click here to start a new Biological Use Authorization”

= Edit an existing BUA application (e.g., for an amendment)
= Click on the ID number of the application you would like to edit

n
= Will print a PDF of the most recent submission of your application
= Archives
= Allows you to view a history of a previously submitted BUA
= Help

= Help and Frequently Asked Questions

= eCompliance Protosubmission Home Page - Windows Internet Explorer,

@“ J v B httpyfims.bu lass=17 &[4l x e

Fle Edt view Favortes Tools Help

F i »
W @ "_&ecamphance Pratosubrrission Home Page | ‘ fi - [ ;_-}'Eage ~ i Tools ~

Biological Use Aut
Help and Frequently Asked Questio
lick here to start a new Biological Use Authorization - (IBC Application)

Click on the Id to open, view or edit a Biological Use Authorization - (IBC Application)
To view the reviewer's comments, click on the Review hyperlink
Contact: IBC Office

Id Created LastModified Submission Status

704 6/24110  6/24110 Unfinished PN
703 62410 62410 Su.bmltted 6/24/110 (UNEVALY ew Pending) Archives
- Print 6/24/10 Summary &\ E—

S50 1080 B0 SQbmuttede/24/1o(UM-RewewPendmg) Achives
- Print 6/24/10 Summa -

Submitted 4/16/10 (ACCEPTED)
546 1/22110 31110 Reviewer Comments Archives
Print 4/16/10 Summary .
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Creating BUA Protocols with RIMS 7/13/2010

Starting a new BUA Application

= To start a new BUA application, select the appropriate link
(see the last slide).

= Editing an existing application? Click the number of the
appropriate application

= Reminder: click “SAVE CHANGES” at the bottom of
each page!

= Note: Some yes/no questions may require further
information. When you answer a question, it is good

practice to click on a blank section of the screen to
display any related questions (if there are any).

ﬂ Boston University RIMS Online Forms - Windows Internet Explorer,

Asterisks (*) indicate required fields Help is available by clicking on the highlighted field [abel

Pl Name Test, PI
PIBU ID U55982740
PIBU Alias bjgold

Is the following IBC application complete in its entirety?

" Oves ONo

Save Changes

Finished? Go to the Cover Sheet to send exira notes, or confirm your submission

BOSTON
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Creating BUA Protocols with RIMS

BUA Application in 3 Steps

= 1. Fill out the forms
= Each form will be covered later in this presentation

= 2. Fill out a cover sheet to send to the IBC (optional, but
highly recommended)

= 3. Submit your application

oston

) v ] ins b letjsearchpkg Jass=12

rsity RIMS Online Forms - Windows Internet Explorer

Fle Edt View Favortes Tods Help

w '\'ﬁ? @Bustun University RIMS Onling Forms

Step1of3 Help and FAQ Submission Log  IGUBMISSIGRIHGMEN
Click onthe Save ( esButtonto save | BUAAGIEementPo: (1)
the form. After saving the form, click on the
links below to complete ALL the forms in
your submission package Asterisks (*) indicate required fields
0BUAPolicy \‘
0 Principal Investigator Q

- Grant Funding Information Pl Name Test, Pl @)
-Personel PIBUIDUS5982740 G}Q

-Research Laboratory Facility

Information PIBU Alias bjgold q}

5 available by clicking on the highlighted field 12bel

- Dual Use Research of Concem A

-Research Project Description

~Waterials Used In Research 0 1BC applicaion complete in fts entirety? C O
-Hazardous Biological Agent

- Patentially Infectious Material
-Human Embryonic Stem Cells
- Select Biological Taxing
- Field Study with Animals or Insect
Vectors
- High Hazard Chermical
-Radiation and X-ray
-Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy
Tips
o Click on the Save Changes Button
frequently. You will be logged out ofthe
system after extended inactivity and any
unsaved changes may be lost.
o Disable anyinstalled popup blockers
o Complete every form in the package
Finished? Go to the Cover Sheetio send
exira notes, or confirm your submission

Finished? Go to the Cover Sheetto Send extra notes, or confirm your submission Cancel Changes
v
) Localinranet 10w v
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Creating BUA Protocols with RIMS 7/13/2010

Cover Sheet

= On the cover sheet you may write any comments,
questions, etc. to the IBC Office, regarding your
application. This is optional, but highly recommended.

= When you have finished with your comments, press the
“Save Comments and Submit” button

Step 1:; Complete the forms! Seet!

Help and FAQ

Submission Cover Sheet Biological Use Authorization - (IBC Application)

Cover Sheet Instructions

Sometimes you may wish to send extra notes regarding the forms being submitted, but can find no place on the forms themselves for
=uch notes. The “Submitter's Comments” field, on this cover sheet, provides a place for such notes. The cover sheet is submitted atthe
same time as the forms, and is stored together with the archived forms. Additional comments are not required for a submittal. Save your
additional comments by clicking on the Save Comments button. To finish your submittal, click on the Submit button at the bottom of
lthis page.

I. Attached Comments

Pl Comments|

Save Comments and Submit

BOSTON
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Creating BUA Protocols with RIMS 4/8/2011

Submittal

= This page contains a summary of your application. You
can see from the “number of copies” column how many

forms have been filled out.

= The BUA Policy will always be 0. Other forms that might be 0 would be those forms under
Materials Used in Research that you are not using — so if you are not using Stem Cells, then the
value of that form will be 0.

= The number next to the Personnel, Research Laboratory Facility Information, Hazardous
Biological Agent, and High Hazard Chemicals refers to the number of these that you have added.
So if you have added 4 personnel (including yourself) the value of Personnel will be 4.

= On the submission page, you still need to “Confirm
Submission”. This will send your application to the IBC
Office.

[ Help and FAQ

Submission Cover Sheet: Biological Use Authorization - (IBC Application)

You're almost done! Review the contents of your submission and click on the Confirm Submission button at
the bottom of this page. The submission recipient will be notified of your submission via email.

I. Submission Identification

Submission Contents: Biological Use Authorization - (IBC Application)
From: Test, PI
To: IBC Office

Cowver Sheet:

II. Form Contenis

Form Name Number of Copies

BUA Policy

Grant Funding Information

Principal Investigator

BUA Agreement Policy

Personnel

Research Laboratory Facility Information

Dual Use Research of Concern

Research Project Description

Personal Protective Equipment and Safety Equipment

Materials Used In Research

Hazardous Biological Agent

Potentially Infectious Matenal

Human Embryonic Stem Cells

Select Biological Toxins

Field Study with Animals or Insect Wectors

High Hazard Chemical

Radiation and X-ray
Recombinant DNA

H I HIOlR|IOIOD(O(R|([O|= |00 |KR|IN|KR|K|=|[O

Public Health Commission

Last Submitted: 7/12/10

Confirm Submission
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Navigating my BUA Application

= To navigate between different sections in the application,
use the left-hand hierarchy.

= The orange highlighted page is the section of the
application you are currently viewing.

= You may navigate to any page with a blue hyperlink. To
navigate to other (non-hyperlinked) pages in the
application, you first need to navigate to the parent page,
fill out all required information there, and save changes

»= As shown here, this Pl can only navigate to the BUA policy and
Principal Investigator sections. If you would like to navigate to the
Grant Funding Information page, you must first complete the Principal
Investigator section.

= When done, don’t forget to submit your application!

£ Boston University RIMS Online Forms - Windows Internet Explorer,

@ ) v | &) hetpiffrins.bu letsearchep) lass=12 2| X P

Fle Edt Vew Favortes Toos Hep

W 4| @Boston University RIMS Cniine Forms

ave  BUAAgreemen tPo.. (1)

Click on the Save Changas RUTon o save
the form. After saving the form, click on the

Asterisks (%) indicate required fields

icking on the highlighted field |abel

i NameTest ! links below to complete ALL the forms in
PIBUID U55982740 a - -
oL res s yoOLr SIInMISslon package
- 0 Boston University BUA Palicy
Ma:;r \Rggga.mh Is the T-JH-]WHW? IBC application complete in its entirety? O FI n n C| p 3 | I nve Etl q Qtl:l r
-Ha; ogical Agent OYes ONo — -
iy e - Grant Nunding Information
-5 - Prisonnel
el - Research Laboratory Facility
e i Infarmation
. rPub‘H;HIeaghCémmissicln , -MAl Lse ResedArch ol Conesim
- Personal Protective Equipment an - . .
e - - Research Project Description
o reemer oli . -
Tins . - Merzsonal Mrotective Cquipment and
+ Click on the Save Changes Button = .
frequently. You will be logged out ofthe SaAlel ¥ Fi JUNITERETLE T 1l

system after extended inactivity and an
unsaved changes may b

- Materals Used In Hasearch
- | lazardous Diological Agent

e
d

nis| tto sen: - o - . He
et notes, or Confir vour Submission - Polenlially Infecliones MAlarial

- Human Embryonic Stem Calls
- Gelect Diological Toxins
- Fiealed Shoely weilbe AnirneAls o Ireseacd
Vactors
- | ligh | lazard Chemical
- RAdialionm Aned -4y
- Rlacombinant L.
- Mublic | lealth Commizssion
O BLUA Agreement Pallcy

Finished? Go to the Cover Sheetto send exira notes, or




Creating BUA Protocols with RIMS

BUA Application Components

N
7

BUA Policy I

Outlines IBC policy

Principal Investigator f

\\2

PI Info

EHS Safety Specialist

Emergency Contact

Department Admin/Sponsored Personnel

Grant Funding Information F

Project Title

Application Type

Funding Source / Grant Administration

n Personnel Ii

Add User

Experience and Training Dates

Occupational Health

Research Laboratory Facility Information I

n Dual Use Research of Concern I

Research Project Description I—;

Brief Project Description (<200 words)

> Lab Procedures and Manipulations

> Layman’s Project Description

Personal Protective Equipment

q and Safety Equipment

> Safety Precautions (including PPE)

Biosafety Cabinets

Biohazardous Waste

BOSTON n Materials Used in Research I

UNIVERSITY

> See next slide

I {various materials, I

BUA Agreement Policy I




Creating BUA Protocols with RIMS

BUA Application Components:

Materials Used in Research

n Materials Used in Research I

Viruses, Bacteria, Fungi, Parasites, Rickettsia,

; . Prion, Human Primary or Cell Lines, Non
n Hazardous Biological Agent I/ Y

Human Primate Primary or Cell Lines

n Potentially Infectious Material Other Human Material: Blood, Plasma,
Serum, Unfixed Tissue, Organs, Unfixed

Cells, Other; Other Non-Human Primate
Material: Blood, Plasma, Serum, Unfixed
Tissue, Organs, Unfixed Cells, Other; Sheep
Material: Unfixed Tissue, Other

Abrin, Botulinum neurotoxins, Conotoxin,
Clostridium perfringens epsilon toxin,
Diacetoxyscirpenol (DAS), Ricin,

n : Slogical . I/ Staphylococcal enterotoxins, Saxitoxin,
Select Biological Toxins Shiga-like ribosome inactivating proteins,

Shigatoxin, Tetrodotoxin, T-2 toxin

Human Embryonic Stem Cells I

Field Study with Animals or Environmental or field studies with animals
Insect Vectors

ngh Hazard Chemical I——% Use of a high hazard chemical

E .- Use of Radioactively-labeled compounds;
Radiation and X-ray I\ Inject animals with radioactive-labeled

compounds; X-ray or other imaging of
speciments; Use of the irradiator

Recombinant DNA I

Public Health Commission I

BOSTON

UNIVERSITY




Creating BUA Protocols with RIMS

BUA Policy

= Details the IBC policy on working with recombinant DNA
and other biohazardous materials

Online Form - BUA Policy Page 1 of 1
Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label
Policy

All research work involving recombinant DNA; microbiological agents infectious to humans, animals or plants; select
agents and biological toxins; materials from humans and non-human primates, transgenic animals, human gene clinical
transfer; xenotransplant clinical studies and field studies involving animals must be reviewed and approved by Boston
University's Institutional Biosafety Committee (IBC) and other applicable regulatory agencies before work can commence.

Responsibility

The Principal Investigator (Pl) must complete, sign and submit the Recombinant DNA and Biological Materials Use
Protocol to the IBC at 85 E. Newton Street, Fuller Building, M-810, Boston, MA 02118. The protocol will be reviewed and
discussed at the next scheduled monthly committee meeting if it is received by the submission deadline. A Pl who is
submitting a new protocol for the first time must also provide a copy of the most current Bio-Sketch. The Bio-Sketch
should follow the National Institute of Health (NIH) two-page format. The IBC may contact the Pl for questions and
comments prior to the scheduled monthly meeting. The Pl must provide the information requested to avoid any delay in
the review of the protocol. The P| should contact the IBC Office at 617-638-4263 or the Biosafety Office, Research Safety
Division of the Office of Environmental Health and Safety (OEHS) at 617-638-8842 for assistance in completing the
protocol. The Pl must be a faculty member. Applicants who are not faculty members may be listed as an Associate
Investigator under the supervision of the PIl. Sponsored Personnel are individuals that are sponsored by the Pl for an
individual project or grant. Post Docs and Fellows that apply for grants under their own names can not apply for an IBC
protocol. They must have a faculty sponsor.

Renewals and Updates

Once the protocol is approved, it will be active for three years. The Pl must resubmit a completed protocol for review by
the IBC after three years before it expires. The IBC Office will send the Pl a renewal notice to request an annual update
before each annual anniversary date of the approval. The form must be promptly completed and submitted back to the
IBC Office.

Amendments

Amendments must be submitted (electronic & hard copy) for changes within an approved project. All changes should be
detailed in the amendment form which must be reviewed and approved by the IBC.

Compliance
The laboratory facilities must be inspected within the year prior to approval of the protocol. All laboratory personnel must

also complete their annually-required Laboratory Safety Training prior to approval of the protocol. Pl's should call the
Biosafety Office, Research Safety Division of OEHS for questions or assistance in this matter.

Click on the Save Changes Button to save
the form. After saving the form, click on the

links below to complete ALL the forms in
your submission package

OB . ity B Pl
O Principal Invastigator
- Grant Nunding Information

- Peisonnel

- Research Laboratory Facility
Information

- MAl Lse ResedArch ol Coneem

- Rasearch Project Description
- Mersonal Mrotective Cquipment and
Sdlely Fruipmenl
- Matenals Used In Hesearch
- | lazardous Diological Agent
- PoleniliAlly InTeclicnes Malerial
- Human eEmbryonic Stam Cealls
- SGelect Diological Toxins

- Fiealel Slucy wilhy Aniroals on nesecl
Vactors

- 1 ligh | lazard Chemical

- RAdialion And K-ray

- Hecomnant LA
- Mublic | lealth Commizssion
O BL& agreement Pollcy
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Creating BUA Protocols with RIMS 4/8/2011

Principal Investigator

=  Most of this is drawn from the “Information about the PI”
section of your Pl Profile.

= Information about: Pl, Emergency Contact, Department
Administrator, Associate Pls, and Sponsored Personnel

Online Form - Principal Investigator Page 1 of 2

Asterisks (*) indicate required fields Help is available by clicking oh the highlighted field label

Click on the Save Changes button after completing this form.
Principal Investigator (MUST be BU Faculty member)

Pl Full Name*Test, Pl
BU ID*US5982740

BU Alias (Email)"bjgold

Non BU Email

Department* accounting Department Lookup,
School / College* College of Communication
Division / Section hymy
Highest Degree Obtained and Specialty

Institution

Office and Lab Information
PI Office AddressSome Address on BU

0 BUA Palic

Lab Phone® 5551111

O Principal Investigator
- Grant Funding Informatig RigpOR it

Safety Inspections?

= PerSUHHE| Safety Specialist

Phone

- Research Laboratory

. 24 Hour Cam;ct for Emergencifes
| am the Safety Coordinator for my lab
Information Y o™ ™

Name 24Hour, Name

- Dual Use Research o

Mobile andfor Pager

- Research Project Deg

(This is the individual who will be contacted if the Pl cannot be reached. Administrative Contact Information Is For Contact

No

Purposes Only)

- Materials Used In Reg

Is the Department Administrator a Boston University employee?

) Hazardgus Bl[:]l[:lgl( Address‘r e

- Potentially Infectiou
- Human Embryonic

Name

- Select Biological | tred
- Field Study with A
Vectors proee

Address

- High Hazard Chen

Fax

- Radiation and X-r

Sponsored Personnel

- Recombinant DNA

- Public Health G -
- Personal Protective

Safety Equipment Frene
0 BUA Agreement Policy

Email
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Grant Funding Information

= Application Type
= New, 3 year resubmission, amendment, annual renewal

* Funding Source and Grant Administration
= PICVin NIH format

Grant Funding In.. (0)

Asterisks (*) indicate required fields
PIName: *Test PIC
PIBU 1D: *U55982740 0
PIBU Alias: *bjoold @
Project Titles:

Speciy ifthe research projectis a
ONewproject 03 Year Re-submitial
Onnuz Renewsl Oamendment

Whatis the source of funding*
Tredera)

[hvon-Fegeral

Motrer

|3 your grant administered through:

* [Bocton Univarsity - Medical Campus (ORA)

0BUA Policy e e g
O Principal Investigator e
R Gmnt Funding Infﬂ“-n atiﬂn Anticipated Staring Date®
_ PEFSDHHE| PIC Formatted in the standard M 2 page Bio-Sketch formt
.
- Research Laboratory Facility
Information

Pre-2010 applications only: Aftach [BC Application (PDF format):

- Dual Use Research of Concel '
- Research Project Description| °
- Materials Used In Research | .~
- Hazardous Biological Agent " —
- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy

Upload

Upload
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Personnel

= List each person on the permit individually, including the

Pl.

To add a person, you may select from your “Identify your Personnel” list, or type in a person’s BU

email address and click the black “Validate” button to populate other information.

= To add a second person, fill out all the required information for the first person, press “Save
Changes” at the bottom of the form, and then press “Add Additional Personnel”.

= Each person added to your permit will be shown at the top of the screen - to switch between
them, click the + button by that person’s name.

= Input each person’s roles in the IBC application (Shipping, Receiving, etc),
as well as training dates and experience with the procedures and Medical
Surveillance information.

0 BUA Policy
O Principal Investigator
- Grant Funding Informatid
- Personnel
- Research Laboratory
Information
- Dual Use Research o
- Research Project Des
- Materials Used In Res
- Hazardous Biologic
- Potentially Infectiou
- Human Embryonic
- Select Biological T
- Field Study with An
Vectors
- High Hazard Chem

Online Form - Personnel Page 1 of 2

Asterisks (*} indicate required fields Help is available by clicking on the highlighted field label

Instructions:
List the names of all personnel involved in the project including the Principal
Investigator.

« [ the person you would like to add has been entered into your Pl profile, click the
'Select personnel from your P1 list' button to add each individually, making sure you fill
out all required information

To add additional personnel, first click on Save Changes to save the current
person, followed by the Add Personnel button.

Pl Name*Test, P
Pl BU ID*Us5982740 1
Pl BU Alias™bjgold @

Salect personnel from your P lst,

First®

Last*

BU D"

BU Email (@bu.edu)*
“Validate against the BU directory_

Roles*

Training Dates BUMC Training Records Self-Check Training Registration
Lab Safety*

&
Receive/Ship

Training Experience and Dates
rDNA*

Infectious Agents*

Select Agents®
Other training (with Dates)

Is this person experienced with the procedures involved?
Oves ONo

All laboratory staff must complete a Medical Surveillance Information. Contact the
Director of Occupational Health for any research related medical needs at 617-353-
6630 (Charles River Campus) or 617-638-8400 (Medical Campus). All staff who works
with human materials including blood, tissue, celis and bodily fluids must be offered
the Hepatitis B vaccine and antibody testing

Has this individual completed and submitted their Medical Surveillance Information?

OYes UNo
Will this individual be working with human materials?
OYes ONo

Has the individual submitted and completed an Authorization for Services for Hepatitis B Vaccine Series?
Oves Ono Ona

It is the PI's responsibility to ensure that anyone with potential exposure to blood borne pathogens in research studies or in laboratory

-Radiation and X-ray
- Recombinant DNA
- Public Health Cor

is offered the Hepatitis B Vaccination Series and antibody testing. There are services administered by Research Occupational Health
Program in compliance with the Blood borne Pathogen Exposure Policy for Boston University/Boston University Medical Campus/Bos
Medical Center. Anyone who declines the vaccine must sfill be offered the Hepatitis B Vaccine by Research Occupational Health Prog
In addition to visible blood, Cerebral, Synovial, Pleural, Peritoneal, Pericardial and Amniofic fluids, unfixed human tissue, human deriv
lines and human cell cultures are also considered potentially infectious.

**Note: Hepatitis B virus has been demonstrated to survive in dried blood at room temperature on environmental suifaces for at least ¢
week**

- Personal Protective Equipment and

oafety Equipment
0 BUA Agreement Policy
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Research Laboratory
Facility Information

= On-site or off-site lab location
= List each research location on the permit individually.

= To add a location, you may select from your “Identify your Locations” list, or select by choosing
the campus, building, and room.

= Next, fill in the BSL, ABSL, shared spaces, and recent inspection dates and results.

= To add a second location, press “Save Changes” at the bottom of the form, and then press “Add
Additional Location”.

= Each location added to your permit will be shown at the top of the screen - to switch between
them, click the + button by that location.

Online Form - Research Laboratory Facility Information Page 1 of 1

Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label

Instructions:
List all laboratories and animal containment areas
To add additional locations, first click on Save Changes to save the current location, followed by the Add Additional Locatiol

PI* Test, PIE
Pl BU ID* U55982740 1
Pl Alias* bjgold 1

Research laboratory facility is:
: ® on-site O Off-site
On-site Location:
Campus: BUMC
Building:
Floor:
Room:

—

SelectaBuilding ] [ Selecta Room ] oRr [ Select from Pllocations ]

General Information:
Biological Safety Level

DBsL 1 OBsL 2 OBSL 2 w/BSL 3 Practices
OBsL3 OBsL 4
Animal Biological Safety Level
I N/A OaBsL 1 OABSL 2 O ABSL 2w/ ABSL 3 Practices
DABSL3 (OABSL 4
Is the research facility shared with another Principal Investigator?
. Dves ONo

O BU A PCI“C“ Most recent laboratory inspection date:
0 Principal Investigator B okt
- Grant Funding Informatfion
- Personnel
- Research Laboratory Facility
Information
- Dual Use Research of Concern
- Research Project Description
- Materials Used In Research
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- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxins
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Vectors




Creating BUA Protocols with RIMS 4/8/2011

Dual Use Research of Concern

= Questions asking if your research falls into any of the dual
use research concern categories

Online Form - Dual Use Research of Concern Page 1 of 1

Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label

The National Science Advisory Board for Biosecurity (NSABB) defined "dual use research of concem" as research that, based on cur
understanding, can be reasonably anticipated to provide knowledge, products, or technologies that could be directly misapplied by oth
pose a threat to public health, agriculture, plants, animals, the environment, or materiel.

Please review the eight categories below and indicate if your research falls into any of the dual use research concern catego

Pl Name* Test, PIE
BU ID* uU55982740
BU Alias* bjgold &
Enhance the harmful consequences of a biological agent or toxin.* = =
Yes (_No
Disrupt immunity or effectiveness of an immunization without clinical and or agricultural yes ONo
justification® -
Confer to a biological agent or toxin, resistance to clinically and/or agriculturally useful ves ONo
prophylactic or therapeutic interventions against agent or toxin.*
Confer to a biological agent or toxin, resistance to clinically and/or agriculturally useful ves ONo
prophylactic or therapeutic interventions against that agent or toxin, or facilitate their ability to
evade detection methodologies. *
Increase the stability, transmissibility, or the ability to disseminate a biological agent or toxin* ves ONo
Alter the host range or tropism of a biological agent or toxin. Yes ONo
Enhance the susceptibility of a host population. Yes CINo
Generate a novel pathogenic agent or toxin, or reconstitute an eradicated or extinct biological Yes ONo

agent. *

0 BUA Policy
O Principal Investigator
- Grant Funding Information
- Personnel
- Research Laboratory Facility
Information
- DualUse Research of Concern
- Research Project Description
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
-Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy




Creating BUA Protocols with RIMS 4/8/2011

Research Project Description

= The IBC will spend the most time looking at your answers
to these three (3) questions, including:
= Brief Project description (less than 200 words)

= Detailed description of all laboratory procedures and manipulations,
including any potentially or actual hazards and steps to mitigate these
hazards

= NIH Layman’s terms description of the project

Provide a brief description of the project in 200 words or less

*

Describe laboratory procedures and manipulations involved in the study. Provide sufficient detail for the reviewer to fully
understand the potential health and environmental hazards associated with the project and any steps or procedures in
place to limit the potential hazards

*

0 BUA Policy

0 PH m:i FJ3| |r|"u"E Describe the project in Layman's Terms. NIH requirement of 3 to 4 sentences about the goal of the experiment. This
- should be written in non-technical language (6th grade reading level) and should address foreseeable concems for non-
) Graﬂt Furld scientific lay community member. Avoid or fully explain any jargon or abbreviations.
Al m L W M This section will be available to the public as a synopsis of research. Be brief and concise and limit the number of words.
PEfSGﬂﬂ Remember that many community members have reservations about the use of biohazards and rDNA in research.

- Research Laboratory Facility
Information
- Dual Use Research of Concern
- Research Project Description
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
-Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA

- Public Health Commission
Parcnnal Protactive Fonnnmant and
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Personal Protective Equipment
(PPE) and Safety Equipment

= |f you are working with rDNA, the City of Boston requires
that you fill out this registrationform-forrDNA-projects.

VIIl. PERSONAL PROTECTIVE EQUIPMENT AND SAFETY EQUIPMENT

1. Indicate all laboratory manipulations involved in the research protocol that have the potential
to produce aerosols or droplets:

Laboratory Procedure Performed

Homogenizing, tissue grinding L

Vortexing Ll
Vigorous mixing, blending L

Freeze drying, lyophilizing

Sonicator, ultrasonic cleaners
Animal handling, cage changing
Pipetting infectious liquid
Centrifugation, ultra centrifugation
Opening containers under pressure
Culture stirrers, shakers

Plating, colony counting

Animal inoculations

Animal aerobiology exposure
Other (Specify):

2. Indicate-the engineering controls in place to prevent potential from p! dures
described.

[ Work that produce/or potentially produce aerosols are done in the Biological Safety Cabinet or
other containment equipment.
Use of centrifuges with sealed rotors or sealed cups.

[ HEPA and hydrophobic filter protection on the vacuum line.

[0 Gasket blenders/ homogenizers.

D BUA PG“CE [ Others (describe):

0 Principal Investigator " opetooeinetattal, | T
- Grant Funding Information H ot s
- Personnel @gﬂﬁ‘m
- Research Laboratory Facility @Eh%a:(“ Ns)
Information él E{%Efe:u: E's PuringResprator PAPR)
- Dual Use Research of Concs i el

[ Other (describe):

- Research Project Description
- Materials Used In Research

4. Indicate the personal protective equipment to be used in the animal containment to prevent
potential exposure (if no animals are used, do not check)

[0 Laboratory coats

- Hazardous Biological Age Him ==
- Potentially Infectious Mate
. 5. !Nill Biol«_)gic::aISafetyCabinets (BSCs) be used for this work? If YES, provide the following
- Human _Embr;omc St_cem ( e b
- Select Biological Toxins Mae:

Model:

- Field Study with Animals o Seril Number
ve |:t|:| rS Recent Certification Date:
: i 6. Will sharps be used in the studies?
- High Hazard Chemical Oves  Owo
Radmtmn and X ra'.rr If YES, describe the safety precautions to be followed:
- Recombinant DNA
- Public Health Commiss
. . 7. Describe how you will treat and di the biological or biok dous wastes (biohazard
- Personal Protective Equipn boxe, cheicliscton,auocking, i :
and Safety Equipment
0 BUA Agreement Policy

8. What disinfectant will be used?
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Materials Used in Research

Check to indicate which activities or materials your

research entails, and complete the appropriate forms

If your research involves the following materials
or activities (check all that apply)...

Example/Description

Then...

Hazardous Biological Agent including Human Cells
and Cell Line

Viruses, Bacteria, Fungi, Parasites, Rickettsia,
Prion, Human Primary or Cell Lines, Non Human
Primate Primary or Cell Lines

Complete a Hazardous Biological Agent form for
each Agent

Other Potentially Infectious Materials

Other Human Material: Blood, Plasma, Serum,
Unfixed Tissue, Organs, Unfixed Cells, Other;
Other Non-Human Primate Material: Blood,
Plasma, Serum, Unfixed Tissue, Organs, Unfixed
Cells, Other; Sheep Material: Unfixed Tissue,
Other

Complete a Potentially Infectious Material form
for each Material

Human Embryonic Stem Cell

Human Embryonic Stem Cell

Complete a Human Embryonic Stem Cell form

Select Biological Toxins

Abrin, Botulinum neurotoxins, Conotoxin,
Clostridium perfringens epsilon toxin,
Diacetoxyscirpenol (DAS), Ricin, Staphylococcal
enterotoxins, Saxitoxin, Shiga-like ribosome
inactivating proteins, Shigatoxin, Tetrodotoxin, T-
2toxin

Complete a Select Biological Toxins form

Field Study with Animals or Insect Vector

Environmental or field studies with animals

Complete a Field Study with Animals or Insect
Vectors form

High Hazard Chemical

Use of a high hazard chemical

Complete a High Hazard Chemical form for each
Chemical

Radiation and X-Ray

Use of Radioactively-labeled compounds; Inject
animals with radioactive-labeled compounds; X-
ray or other imaging of speciments; Use of the
irradiator

Complete a Radiation and X-ray form

Recombinant DNA

In the context of this application, recombinant
DNA molecules are defined as molecules that are
constructed outside living cells by joining natural
or synthetic DNA segments to DNA molecules
that can replicate in a living cell or those resulting
from such replication. Synthetic DNA segments
which are likely to yield a potentially harmful
polynucleotide or polypeptide are considered as
equivalent to their natural DNA counterpart. If
the synthetic DNA segment is not expressed in
vivo or is biologically active, polynucleotide or
polypeptide product, itis exempt from the NIH
Guidelines (NIH Guidelines for Research Work
Involving Recombinant DNA Molecules).

Complete a Recombinant DNA form and Public
Health Commission Form

Synthetically derived nucleic acid molecules

The work involves the creation of synthetically
derived nucleic acid molecules

Complete relevant section on the Recombinant
DNA form

What is the highest Biological Safety Containment BSL-1, BSL-2, BSL-2 with special practices of BSL-3,

Level (BSL) required for this project?

BSL-3, BSL-4
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Hazardous Biological Agent

= List each agent on the permit individually.

= To add an agent, we recommend you use the “Lookup” button. If you don’t find the agent in the
lookup list, you may type in the required information.

=  Toadd a second agent, fill out all the required information for the first agent, press “Save
Changes” at the bottom of the form, and then press “Add Additional Hazardous Agent”.

= Each agent added to your permit will be shown at the top of the screen - to switch between them,
click the + button by that agent.

=  Answer the rest of the questions about the agent, including use, if the
project uses animals or is a hospital-based project, and transport and
storage information for the agent.

Online Form - Hazardous Biological Agent Page 1 0f 1
Asterisks (*) indicate required fields Help is available by dlicking on the highlighted field label
Instructions

List all hazardous biclogical agents
To add additional agents, first click on Save Changes to save the current agent,
fallowed by the Add Agent button.

Pl Name: Test, PI B
Pl BU ID: Us5982740 8
To filter your lookup results by agent class sefect one before hitting lookup

D BUA PG“ CE Specific hJiT&.'

0 Principal Investigator e
- Grant Funding Information T
_ |:I e rS I:l r-l r-l el s the microbiological agent classif ecﬂa\sale:: Ager:;:,' CDC/USDA? List of all Select Agents

- Research Laboratory Facility

s the agent an attenuated strain of a BSL3 or BSL4 microbiclogical agent?

Yes (_No

Information RSO .o N SR
- Dual Use Research of Concemn ”
- Research Project Description
- Materials Used In Research
- Hazardous Biological Agen T

- Potentially Infectious Material

How and where are bichazardous materials stored?

- Human Embryonic Stem Cell _ Keyponis o afess

_ Select BI |:|||:| Il:]l I::E:ll Tl:l :‘:I HS Bisg'bs‘gggiw‘gous materials are transported (indicate nature of primary and secondary containers)?
- Field Study with Animals or In

ve Ctﬂ rs Are all equipment used Torbcrazard?.xsmatemals work affixed with bichazard warning labels?

OYes UNo

- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy
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Potentially Infectious Material

= |ncludes other human material, as well as non-human
primate material and sheep material. This material is not
identified in the previous Hazardous Biological Agent
section.

= List the type(s) and source of material.

Online Form - Potentially Infectious Material Page 1 of 1
Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label
Instruction:

List all petentially Infectious Materials
To add additional potentially infect

tious material, first click on
Save Changes to save th: ent infectious material, followes
by the Add Potentially Inf

PI Name*Test, PIE

PI BU ID*US5982740 1
Pl Alias*bjgold &
B 7 Other Human Material

2 Non-Human Primate Material
3 Sheep Material

Type of Material* —

0 BUA Paolicy g
0 Principal Investigator ;
- Grant Funding Information L
- Personnel e
- Research Laboratory Facilif s
Information i 2zt§was_3nm;m
- Dual Use Research of Con

_BSL4

- Research Project Descriptit
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy
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Human Embryonic Stem Cells

= List any human embryonic stem cells you will be using in
this protocol — cell lines must be approved and listed on
the NIH Registry

Human Embryonic .. (1)

Asterizks (*) indicate required fields

Mame of Cell Line(s)y*Test, PIE
Pl BU ID*U55982740 1
Pl Alias*bjgold 2

Is the HESC an approved cell line listed in the NIH Human Embryonic Stem Cell Reqgistry?
Yes @M
Mame of Cell Line(s)*test

0 BUA Policy
O Principal Investigator
- Grant Funding Information
- Personnel
- Research Laboratory Facility
Information
- Dual Use Research of Concemn
- Research Project Description
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
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- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy
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Select Biological Toxins

= List any select agent biological toxins you will be using in
your research, as well as the total amount to be used
and/or possessed in the lab.

Online Form - Select Biological Toxins Page 10f 1

Asterisks (*) indicate required fields Help is avallable by clicking on the highlighted field label

Pl Name* Test, PI &
Pl BU 1D* U55982740
Pl Alias* bjgeld &
A laboratory that possess a Select Agent Biological Texin that is less than the maximum excluded amount set by CDC and

USDA is exempt from the requirement of the Select Agent regulation. The list of Biological Toxin maximum excluded amount
is available at: http:/www cdc.goviod/sap/sapficxinamt him

Ifthe study involves the use of biological toxins listed by CDC/USDA as Select Agents, provide the total amount to be
possessed in the lab for the Biclogical Toxin/s you will use or possess
Abrin
Botulinum neurotoxins.
Clostridium perfringens epsilon toxin
Conotoxin

Diacetoxyscirpenol (DAS)

Ricin:

D B UA P G || ':: !’t Staphylococeal enterotoxins

Saxitoxin

O Principal Investigator
- Grant Funding Information
- Personnel
- Research Laboratory Facility
Information
- Dual Use Research of Concemn
- Research Project Description
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy
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Field Study with Animals or
Insect Vectors

= Describe any environmental or field studies with animals
and supply IACUC information, quarantine and vaccine
information

Online Form - Field Study with Animals or Insect Vectors Page 1 of 1

Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label

Pl Name*Test, PIE
Pl BU ID* U55982740
Pl Alias* bjgold B

Check all that apply

ECapture study and release animals back to the environment or field.
[Ccapture and bring back live animals to BU
ECapturE and bring back animal carcass or tissue to BU

Please provide the IACUC approval number for the study, Species, and ABSL.

|_| B UA P G || C'lr Do animals need to be quarantined prior o your use in the study?

':Yes _INo

O PH m:| Dal |nve5t| qatﬂr I;:‘Zsﬂ:rovidethe animal contalnment: - o
- Grant Funding Informati S
|s there vaccination recommendation for the activity and type of animals involved in this project?
- Personnel " Oves Ono
For Rabies, provide annual fiter check
- Research Laboratory
|r'|f|:| rm at' |:| r'| Will you bring 2 first aid kit with you in the field

Oves Ono

- Dual Use Research
- Research Project Descripfion
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxing
- Field Study with Animals or
Insect Vectors
- High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy




High Hazard Chemical

= List each high hazard chemical on the permit individually.

= To add a chemical, we recommend you use the “Lookup” button. If you don'’t find the chemical in
the lookup list, you may type in the required information.

= To add a second chemical , fill out all the required information for the first chemical, press “Save
Changes” at the bottom of the form, and then press “Add Additional High Hazard Chemical”.

= Each chemical added to your permit will be shown at the top of the screen - to switch between
them, click the + button by that chemical.

=  Answer the rest of the questions about the chemical, including use,
storage, and transport.

Online Form - High Hazard Chemical Page 1 of 1
Asterisks {*) indicate required fields Help is available by clicking on the highlighted field label
Instructions:
Listall high hazard chemicals.
. To add additional chemicals, first click on Save Changes to
h hemical, foll by Add High Hazard
I:| BUA Pﬂll C'! (s:ah\;e;nticz‘cﬁlll:?;l‘c emical, followed by the igh Hazar
0 Principal Investigator FED U seezrion
Pl BU Alias*bjgold @
- - Chemical* ‘Lookup.
- Grant Funding Information o
Describe how this chemical will be used in
- PEfSGﬂﬂEl the experiments. *
. .
- R e S e a rl:h La b I:I ratl:l rl.lr F a C'l | How are high hazard chemicals stored?*
Information
- D u a | U S e R e S e a r'[:h Gf C |:| How are they transported (indicate primary

and secondary containers)?*

- Research Project Descript
- Materials Used In Researcn
- Hazardous Biological Agent
- Potentially Infectious Material
- Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
-High Hazard Chemical
- Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
0 BUA Agreement Policy
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Radiation and X-ray

Radiation and X-.. (1)

Asterisks (*) indicate required fields

Pl Mame* Test, PI K
Fl BU ID*Us5982740 B
Pl Alias* bjgold 2

|..I~|" = '..:.". Volve = = '..I' .".-'_, :."' oeled Ci L L ﬁ"'
Will the study involve the use of Radioactively-labeled compounds
FDves @No

Will you inject animals with Radioactively-labeled compounds?
FDves @No

Will you perform X-ray or other imaging of specimens?
" DYes @No

Will you use the Irradiator?
FDves @No

0 BUA Policy
O Principal Investigator
- Grant Funding Information
- Personnel
- Research Laboratory Facility
Information
- Dual Use Research of Concem
- Research Project Description
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
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Recombinant DNA (rDNA)

= List all information about your rDNA project, including:
= Host-vector-donor system if a rDNA gene will be expressed,
= Copies of all approvals for human gene therapy clinical projects
= The use or creation of synthetic nucleic acids
= Defective or replication competent viral vectors
= Animal use

= |nclude the relevant section of the NIH Guideline for Research Work
involving Recombinant DNA

=  Fill out the Public Health Commission form (see next slide)

Online Form - Recombinant DNA Page 1 of 1

Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label

. Pl Name* Test, PIEl
PI BU ID* Us5982740 1
D BUA PG“ CE Pl Alias* bigold &

|:| P rl r-| I::l F:l al |r-|"|,'le Stl q atl:lr In the context of this application, recombinant DNA molecules are defined as molecules that are constructed outside living cells by joir
DNA molecules that can replicate in a living cell or those resulting from such replication. Synthetic DNA segments which are likely to y

T " olypeptide are considered as equivalent to their natural DNA counterpart. If the synthetic DNA segment is not expressed in vivo or is
- G ra ﬂt F u n d | r-| q |r-|f|:| rm atl |:| ﬂ golzgegt\de product, itis exemptqfrom the NIH Guidelines (NIH Guideli’;es for ResS\éarch Work Invo%/mg Recombmgnt DNA Molecules)
- Personnel Bosion A hsa s Comdeeionan ' st ety o e o e e
- Reseaﬂ:h Lab[]rat[]ﬁrr F Will DNA gene be expressed?
. . ( Yes | )No
Information

Will the experiments involve rDNA molecules capable of expressing a pathogenic polynucleotide or polypeptide?

- Dual Use Research of ( Ores O
- Will the experiments involve the expression of rDNA encoding toxins with LD50 <100 ng/kg body weight?
- Research Project Desc : g

_ M ate r'l a | 5 U 5 E d |r'| RE 5 E Will the experiment involve the deliberate transfer of a drug resistance trait to microorganisms that are not known to acquire the trait n

. . OYes ONo
- Hazardous Biologica
Does the work involve the use or creation of double stranded synthetic nucleic acid that is 200 bps in length or greater?

- Potentially Infectious : Oves Ono

- Human Embﬂ,ft]ﬂit: 5 Is the viel vector defeciive?

- oelect Biological Tox A

- Field Study with Anin ' Oves Ot Ona

Will transgenic or knockout animals be used in the experiments?
Vectors * Oves Ono
H| qh H aza rd C |"| E ml |:: Will the experiment involve more than 10 liters of culture (large scale)?
B i Oves ONo
- Ra dl atl G n a r-l d }{_ra'.rr Specify the relevant section of the NIH Guideline for Research Work Involving Recombinant DNA
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment

0 BUA Agreement Policy
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Public Health Commission

= |f you are working with rDNA, the City of Boston requires
that you fill out this registration form for rDNA projects.

Online Form - Public Health Commission Page 1 of 2

Asterisks (*} indicate required fields Help is available by dlicking on the highlighted field label

Public Health Commission
Enivormental Health Office

Registration Form For rDNA Projects

Principal Investigator:
Test, PIE

Project Title:

testing

Anticipated Starting Date:
07/01/2010

Brief Description of Project

Institution Name:
Boston University - Medical Campus (ORA)

0 BUA Policy =
O Principal Investigator
- Grant Funding Information
- Personnel Buldngls)
- Research Laboratory Fa
Information

- Dual Use Research of C
- Research Project Descr

Are Large Scale Volumes Used (>= 10liters)?

- Materials Used In Reseg .
- Hazardous Biological g
- Potentially Infectious |
- Human Embryonic St
- Select Biological Toxi i
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BUA Agreement Policy

= |f you are working with rDNA, the City of Boston requires
that you fill out this registration form for rDNA projects.

Online Form - BUA Agreement Policy Page 1 of 1

Asterisks (*) indicate required fields Help is available by clicking on the highlighted field label

Pl Name Test, PI
PI BU ID U55982740
PI BU Alias bjgold

Is the fellowing IBC application complete in its entirety?
@ves ONo
As the Principal Investigator of this project, | certify that the information contained in this application is

accurate and complete. | agree to comply with any requirements posed by the Institutional Biosafety
Committee (IBC) and pertinent regulatory requirements.

| agree to abide by the following requirements (Check all):

D B UA P |:| || C'_hl ) [J1 will not initiate experimentation until this research project has been approve by the IBC.

[ will follow appropriate Biosafety Level laboratory techniques required for this project.

D P r| M |::| F:I a | | nye St| q at[] [ [T1 will comply with all shipping requirements for materials, as appropriate.
. i wil provide to the laboratory staff copies of the approved protocols which describes the potential
_ G ra ﬂt F u r'| d' ﬂ g |r'|f[:] r biohazards and the precautions that must be taken.

[C]1 will rain the staff in good microbidlogical practices and techniques required to ensure safety for this

_ project, and in the procedures for dealing with accidents and waste management.

P e rS I:l rl rl e | [C]1 will ensure that all laboratory workers are registered with the IBC.

0 wil supervise the staff and comrect work errors and conditions that could result in breaches of the

B R e S e a rCh LB‘ b Or Biosafety Manual, Exposure Control Plan, Chemical Hygiene Plan and other plans as appropriate.

|r-|f|:| rm Eitl |:| I.-l 1) will submit an amendment for any changes/ additional work to be performed that go beyond the range

of the current protacol {before work begins).

A 11 will obtain required additional approvals if my work involves animals from insfitutional Animal Care &
- D u a | U 5 e R e 5 e ] Use Committee (IACUC) or for the use of primary human tissues or cells from the Institufional Review Board

- Research Proje -
- Materials Used In Research
- Hazardous Biological Agent
- Potentially Infectious Material
-Human Embryonic Stem Cells
- Select Biological Toxins
- Field Study with Animals or Insect
Vectors
- High Hazard Chemical
-Radiation and X-ray
- Recombinant DNA
- Public Health Commission
- Personal Protective Equipment and
Safety Equipment
C BUA Agreement Policy
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