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Board Member Role

View protocols
Search
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Guide



To Prepare for a Meeting

Click View Protocols
Select a meeting date, or all meetings
means you have work to do!

To begin review, click on the protocol #
H-XXXXX
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What Would You Like To Do?

Give Feedback
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The IRB Application
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COMPARE Button

his compares the submitted version to the
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Comparing Versions
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View the Attachment
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Responsibile for storage and documentation of drugs / biological agents:
Investigational Drug Semnvice at BUMC

In the text box below state the name of the drug / biological agent, the name of the manufacturer and who is holding the IND.
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Does this research involve a NEW use of an approved drug? If yes, the drug/biological agent name, the name of the
manufacturer, and who is holding the IND.

FDA approved drugs being used in accordance with FDA labeling which will be administe|
k

as part of this research study:

Section P. Device Studies

Categorize the device:
Humanitarian use device

If applicable, provide the IDE number | HDE number. State the na f the device, the manufacturer and who holds the IDE.
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Does this study involve the use of an investigational ele al device? Yes

If you believe this study involves an NSR (non-signj nt risk) device, please justify this determination.
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Consent Form Text

A Research Consent Form - Microsoft Internet Explorer BEE
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need a consent form for subject signature, click here for the printer friendly version.

RESHARCH CONSENT FORM
I

H-20310 - XMPT MCL 2 25 04

Background
m

Purpose
X

What Happens In This Research Study

You will be one of approximately 9 subjects to be asked to participate at this location. A total of 300 subjects at all institutions will be
asked to participate in this study.

The research will be conducted at the following location(s): Boston University Medical Campus.

You can see and get a copy of your research related health information. Your research doctor may be able to provide you with part of
your information while the study is in progress and the rest of your information at the end of the study.
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Software to View ICF and Reports
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Do you want to install and run "Crystal Report Viewer for o
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Seagate Software to make that assertion.

SIGNED WITH PERMISSIONS
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Thread Permission d protocols for an IACUC

User Interface Pemission
Network 11O Permission
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System Streams Pemission on all or selected protocols
File: 1/0 Pemission
User File /0 Pemission
Reflection Pemission

v Aways trust content from Seagate Software! _
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Formatted Consent Form

4 BUMC CONSENT FORMS - Microsoft Internet Explorer BEE
BUMC CONSENT FORMS =
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Preview l

BOSTON UNIVERSITY SCHOOLS OF MEDICINE. N 505 1«
PUBLIC HEALTH, DENTAL MEDICINE AND L e
THE BOSTON MEDICAL CENTER MEDICAL | CAmrus

RESEARCH CONSENT FORM HIPAA Compliant
|

H-20310- XMPT MCL 2 25 04

Background
m

Purpose
X

What Happens In This Research Study
You will be one of approximately 9 subjects to be asked to participate at this location. A total of 300
subjects at all institutions will be asked to participate in this study.

The research will be conducted at the following Iocation(s}: Boston UHIVEFSIW Medical Campus_
Z

Risks and Discomforts

Z

There may be unknown risks/discomforts involved. Study staff will update youin atimely way on any
new information that may affect your health, welfare, or decision to'stay in this study.

Potential Benefits
The benefits of participating in this study may be: gb. However, you may receive no benefit from

- mro _mro
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J.Weinberg
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What would you like to do?

Submission of Protocols - H-20310 - rosoft Internet Explorer

File Edit View Favorites Tools Help
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Logout MNbr Serious Adverse Events: 0 ﬂ
Mbr Exceptions: 0
Nbr Deviations: 0
Meeting Date: 03/11/04 - Panel Purple - CHAIR: R. FORSE

No Vote Letter: [~ chackif Applicable.
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L. Vachan Feedhack Complete
Full Protocol/Grant/Brochure
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Search Adverse Events
View All Feedback
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View Protocol Exception(s)
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ViewiPrint Protocol

Logout
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J. Feldman
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eviewer Form= Give Feedback

A Human Protocol - Give FeedBack - Microsoft Internet Explorer IEH
e

File Edit Wiew Favorites Tools Help
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Give Feedback For H-20310

M X

Non Templated Modifications

What you enter here will go onto the PI's modification memo, verbatim.

ltems for the PI's letter

To enlarge your writing space

Board Comments/Questions

What you enter here will be discussed cIHring the board meeting but will not be seen on the PI's modification memo.

"YOUr review &

LComments for discussion

I 1. BLOOD TO BE DRAWN - The consent form must include the amount of blood to be drawn at each visit and the total
amount to be drawn over the course of the study and must conform to current blood volume guidelines. Blood valumes
must be quantified in teaspoons, tablespoons, or cups.

[ 2. CHILD ASSEMNT - The following is the BCM IRE policy rearding Children's Assent: Children under the age of 7:

Asszent will not be obtained. Children between 7 and 12; Assent may be obtained butis not mandatory. If obtained, it can

be documented in one of two ways: (1) the pediatric subject would sign on an age-appropriate consent form in in addition

to the signed consent of the parent on a regular consent form; (2) the following paragraph can appear just befare the

parents signature and the pediatric subject would not sign on any consent form: my signature on this consent form attests

to the fact that my child (full name) has, within the limits imposed by age, maturity, and psychological state, given his/her

assent (affirmative agreement) to paricipate in this research project. Children 12-18: Assent must be obtained. It may be ﬂ
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Non-Templated Modifications

ltems intended for letter to PI
Conditions you want the Pl to meet

State clearly, so Pl knows what you
want him/her to do

Begin with date, write conditions, end
with your initials



Board
Comments/Questions

Protocol Review
— Issues to discuss
— Questions of other reviewers/IRB staff

Comments that do not go to Pl

Begin with date, write comments, end
with your initials



Templated Modifications

Commonly used conditions
Automatically inserted into PI’s letter
Editable by coordinators



IGNORE Recommendations &
Renewal Interva

A Human Protocol - Give FeedBack - Microsoft Internet Explorer HEE
o

File Edit View Favorites Tools Help h
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[ 19. WAIVER OF COMSENT - Please justify waiver of consent by addressing the following questions: a) Define the
degree of risk to the research in question. b) Describe the potential harm to subject's rights and welfare if a waiver of
consent is granted. c) Describe the practical ability to conduct the study if a waiver is not granted. d) Provide a plan to
disseminate new information to subjects after study is complete if applicable

[ 20. Please explain how this device study meets the 812 criteria

™ 21. Please explain how this drug study meets the 312.2 criteria.

Recommendation

" ABSTAIN

" RECUSE

" APPROVE

" CONDITIONALLY APPROVE
" DEFER

" DISAPPROVE

Renewal Interval

" Annually

" 1 month

" By Subject (enter number of subjects)
" & months
" 3 months

" 2 months

M X
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Save Your Comments

HEE

.
H'

\ﬂ @ _;\| /.-" Search ::1\( Favorites @Media -@E =i .'

please descrnibe and provide assurances andior approvals rom the international sie(s ).

25+04av | B o | Links ”
I~ 19. WAIVER OF COMNSENT - Please justify waiver of consent by addressing the following questions; a) Define the

-
degree of risk to the research in question. b) Describe the potential harm to subject's rights and welfare if a waiver of
consentis granted. c) Describe the practical ability to conduct the study if a waiver is not granted. d) Provide a plan to
disseminate new information to subjects after study is complete if applicable

[™ 20. Please explain how this device study meets the 812 criteria

I 21. Please explain how this drug study meets the 312.2 criteria.

Recommendation ack Complete

7 ABSTAIN

" RECUSE

Microsoft Internet Explorer E
" APPROVE

7 COMDITIOMALLY API P Click OK to mark your review of this protocol complete, or click CANCEL to leave the your review
e
" DEFER

'L-/ open for this protocol. Both options will save your feedback.
" DISAPFROVE

OK | Cancel I
Renewal Interval

ack Complete
" Annually

" 1 month

" By Subject {enter number of subjects)
" 6 months
" 3 months

" 2 months

'ﬂl'l iavmcrrint Fnrmil Indatale
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“View All Feedback”

A Human Protocol - Reviewer Feedback - Microsoft Internet Explorer IE
.'1:

File Edit View Favorites Tools Help

€ > |ﬂ @ ;\] /I__\J Search “E'l? Favorites @Media -6‘3 e :; - _J msn¥ ~ 7

2. CHILD ASSENT - The following is the BCM IRB policy regrding Children’s Assent: Children under the age of 7: Assent will not be obtained. Children between 7 and 12:
Assent may be obtained but is not mandatory. If obtained. it can be documented in one of two ways: (1) the pediatric subject would sign on an age-appropriate consent
form in in addition to the signed consent of the parent on a regular consent form; (2) the following paragraph can appear just before the parents signature and the pediatric
subject would not sign on any consent form: my signature on this consent form attests to the fact that my child (full name) has, within the limits imposed by age.
maturity, and psychological state, given his/her assent (affirmative agreement) to participate in this research project. Children 12-18: Assent must be obtained. It may be
documented in either of the ways indicated above. Please modify the consent appropriately.

Non-Templated Modifications:

mmmmmmmmmmmmmmmmmmmmmmmmmm

Comments And Questions:

Recommendation:

Designated Reviewer: Mo
Feedback Date: 3/16/2004
Interval Type:

Templated Modifications:
Non-Templated Modifications:

Comments And Questions:
Great Protocol

Recommendation:

Designated Reviewer: Mo
Feedback Date: 3/16/2004
Interval Type:

Templated Modifications:
Mon-Templated Modifications:

Comments And Questions:
| propose that this project be deffered

Recommendation:
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Notepad

A Protocol Notepad - Microsoft Internet Explorer

File Edit Wiew Favorites Tools Help
=) | \ﬂ @ ;\1 /.._\’ Search ‘3:1'\? Favorites @Media Q}
Notepad For H-20311

Date User

3Mal2004 L VACHOMN | can type notes to the coordinator.

X

-l

2 @ Tatornat

roTocoL+2+25+0¢ | B 6o | Links

| View/Edit Notepad
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Letters/Protocol H

A Protocol Letters and History - Microsoft Internet Explorer

File Edit WView Favorites Tools Help

=

€ ) <> |ﬂ @ ;j /.._\J Search “Ei'\'{Favorites @Media QE
History Of H-20311

Date User Letters

202512004 7:37:59 PM M. Leonard Progress Report

Approved 2/25/2004 7:36:55 PM . Banks Progress Report
In Review 212512004 7:34:51 PM . Banks Approval Letter
Submitted 212512004 7:33:38 PM .Leonard

Diraft 2/25/2004 7:32:04 PM .Leanard

Archived 212512004 7:36:55 PM . Banks Amendment Information
Approved 212512004 7:30:58 PM . Banks Amendment Approval

In Review 2/25/2004 7:28:49 PM . Banks

Submitted 212512004 7:27:33 PM .Leonard

Draft 212512004 7:26:16 PM .Leonard

Archived 2/25/2004 7:30:59 PM . Banks Approval Letter
Approved 21252004 7:25:08 PM . Banks Fending Letter
In Review 212512004 72219 PM . Banks

Assigned to Committee 212512004 1:44:13 PM . Banks

Submitted 212512004 1:41:38 PM .Leonard

Admin Mods Required 212512004 1:28:25 PM . Banks

Submitted 212512004 12:58:38 FM . Pelton

Awaiting Signatures 212502004 12:55:30 PM . Leonard

Draft 212512004 12:54:12 FM .Leonard
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Search

A Search For Protocols - Microsoft Internet Explorer IEH
113

File Edit View Favorites Tools Help

0 Back ~ ()
Address |&] nttps://braan.bumc.bu.edu/esp1finterface/FindProtocols.asp?parent=B0ARD%20MEMBER&setting=FIND e Go Links ™
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: g | MEDICAL
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a_ PROTOCOLS

Search For Protocols

- BOARD CHAIR

% IACUC/IRB

-+ BOARD MEMBER Protocol Number: (Do Mot Include AN- or H-)
View Protocols Protocol Title: 2001-191] ' (Main Title Search)
Search

Protocol Personnel: . ' ! .
Reports ( onnel includ ryane on the protocal)

Guide Admin Mods Required n
d
- INVESTIGATOR Approve

Assigned to Committee

Board Mods Required e arC O
Closed

Disapproved
Exempt

study number
I

Email-Help

Home
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INSPIR Help - Microsoft Internet ...

To find a study using the “old™ IRB

number, enter the “old” IRB number in the A Media €4) = w7 _J
Title search field and then click on

e bls.asp?parent=B0ARD%20MEMBERS setting=FIND ~| B eo Links ”
Sgar -

|
e

Close

- BOARD CHAIR

Search For Protocols
- IACUC/IRB

+ BOARD MEMBER Protocol Number: | (Do Mot Include AN- or H-)
View Protocols Protocol Title:

[2001-191 {Main Title Search)
Search

. (Last Name, First Name)
Reports Protocol Personnel: | (Personnel includes everyone on the protocol)
Guide Admin Mods Required u
Approved
R Assigned to Committee
Email-Help F"Tlc ngcuda Required
Clos
Disapproved
Exempt
In Review

Home

Logout
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Search by Personnel

A Search For Protocols - Microsoft Internet Explorer IEE
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File Edit WView Favorites Tools Help o
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Address [&] htt

E 4

- BOARD CHAIR
» IACUC/IRB
¥ BOARD MEMBER

View Protocols
Search
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Guide

- INVESTIGATOR
Email-Help
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Logout
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Protocol Number: (Do Mot Include AN- or H-)
Protocol Title:

Protocol Personnel:

At |east Admin Mods Required u

Approved
Assigned to Committee
S:%ahljsetters Board Mods Required
) Closed

Disapproved
Exempt
In Review

5 | Internet

& @ @ ©Inbox - Mi...| @ Notes 3.1... « AW aLHA  6:06 PM



Binoculars

A Electronic Submission of Protocols - Search People - Microsoft Internet Explorer

Search For People

FELLE. MICHELLE - Department. DERMATOLOGY
FPELLETIER. LINDA - Department. Mot Basic or Clinical
FELTOMN, STEPHEN - Department: FEDIATRICS

[

&] Done S & Internet
#/'Start @ & Bl Inbox - Mi... ®]Notes 3.1... | = INSPIR [E Microsoft ... ||£ 2 Intern... ~ « =¥ H: 6:08 PM




All Protocols for this Person

For Protocols - M Internet Explorer

File Edit Wiew Favorites Tools Help
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Closed
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Logout In Review

Email-Help

APPROVED

Title Approved Expires

|ASSESSMENT QOF FUNTIONAL ANTIBODY IN HIW il B/25/2003 S/24/2004
H-22736 [2003-3608] |RETF‘.05PECTF'.I‘E SEROSURVEY OF ANTIBODY TO il 10427/2003 10/26/2004
H-22737 [89-388 |H[\,.r SURVEILLANCE IN CHILDREN &8-35B8
H-22738 [97-54H] |EARL‘r’ INTENSIVE ANTIRETROWIRAL
H-22739 [2000-4188 |EVALUATIDN OF THE IMMUNOGENICITY OF
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91272003 8/M11/2004
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11/8/2003 1172004
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Always Log Out
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