Publication Clearance Submission Instructions RBMNet

All Research Protocol and Publication Clearancaud@nt submissions, to the DDEAMC
Department of Clinical Investigation (DCI), must sigbmitted using the web based automated

processing system called “IRBNet”. New users (\lit exception of those who have been "pre-

registered" by the DCI) will need to register irBIRet in order to create and submit packages
and to be available for “sharing” and “signing”pEckages submitted by others for review or
approval. Registration and sign on can be accaimgdi by going to the Defense Medical
Research Network (DMRN) web page and clicking d®BWNet Entry". Access to IRBNet is
through AKO/DKO with CAC card or user/password gnttsing the following link will
automatically direct you to AKO/DKO and upon signtd the DMRN web page:

https://www.us.army.mil/suite/page/596540
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Welcome to Defense Medical Research Network (DMRN)!

"*Prior to your use of IRBNet, please take the short customer satisfaction survey top center of this page. Thank you!™
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The DMRN web page is a resource for all users &NBt. Anyone needing additional
help with IRBNet submissions or issues can calDREAMC — DCI “Help Desk”.

When ready to begin, click on “IRBNet Entry” andiéev the screen shots with
instructions below.
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Projects that you have created or that have been shared with you:

Study Manager

There are no projects to display.

Copyright © 2002-2005 Res=arch Dataware, All Rights Reserved.
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1. If you have not used IRBNet previously to creaf@oject, your screen after sign in
should look like this. However, if a project haeh shared with you by someone, that
project will appear on this screen. Click on “Geeblew Project” to begin.
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Project Information

Create a New Project

To create a new project. first provide the basic project information below. Once your project is created you may attach
praject documentation and share the preject with other users

Research Institution: |D-.’;|ghl D. Eisenhower Army Medical Center {DDEAMC) Fcl

Practice Project
Title: *

FirstName*[ru |
Local Principal Investigator: “me o
Last Name:* [Daman ] Degree(s): |
Keywords: [Practice, test, trial |

S [ |

‘You may specify an internal account number, billing identifier or reference
number for this project.

Internal Reference Number: | |

G | D eesl |

* required fields

Copyright © 2002-2009 Researc h Datavare. £l Rights Reserved.

[T S @Tustedsites |

2. Complete “required fields” as a minimum. Clickontinue”.
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[100245-1] Practice Project

Study Designer

Step 1:
Download blank forms. document templates and reference materials to assist you in assembling your document package.

Select a Library: |DDEAMC Publication Clearance, Fort Gordon, GA. j

Seiect a Document: ir"“u'u Ciearance Cover Shest {Use "Step 2" & "On-iine Doc" wizardj =y |_Downioad |

=
Designer Step 2:

Assemble your document package.
Documents in this Package:
Send iviaii

Delete this Package

There are currently no documents in this package

NETEEy

x

Copyright & 2002-2005

[&10ne [ [ [ 5 ® st

3. Select the “DDEAMC Publication Clearance Lilyfausing the drop down box arrow.
Do not usdhe cover sheet in “Select a Document”. The ceheet will be created using
a document wizard at “Step 2”. Click on “Add Newdment”.

esearch Dataware. Ali Rights Reserved.
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Attach Document

[100245-1] Practice Project

You may attach documents to this package by clicking the "Browse. " button to locate 8 document and then by clicking
“Attach” The "Document Type” and optional "Description” are informational figlds to assist you in managing your attached

udy Manager documents
reate New Project
Froject A Document Type * | Adverse Event Report v
Project Overview . l J
Desioe] Description | ]
hare this Project File * [ [ Browse..
ign this Package
Submit ths Package [Cattach ] [Cancel |

roject Histo * required fields
Send Mail
Delete this Package

You may also use the IRBMNet Document Wizards to create documents on-line. Documents that you create on-line are

automatically attached in PDF format e

On.Line Documen® IDMRN Publication Clearance Project Cover Sheet *[)

Copyright & 2002-2009 Research Datavare. All Rights Reserved.

[ 8 @ mstedsies |

4. Use arrow next to “On-Line Document” to sefd@MRN Publication Clearance
Project Cover Sheet”. Click “Add”.
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IRBNet Document Wizard

DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To: | General Instructions VI -

General Instructions

The Defense Medical R h Network Publication Cl Project Cover Sheet must be completed
for each ciearance request

You must submit a separate copy of this form for each clearance request. For examgple, if you require
clearance for both a speech and a joumal article on the same subject you must submit one copy of this form
for your speech and one copy of this form for your journal article. In all cases. appropriate supporting
materials must be attached to your submission. If you have questions about the supporting materials that are
required for your site. please contact your local Publication Clearance coordinator or help desk

Y as ton i

¥ 2 gF
Iater to make changes or complete the form as necessary.

Additional information regarding the requirements of your specific site can be found in your site’s IRBNet
Publication Clearance library. If you have questions regarding this form or the information you are required to
provide. please contact your local coordinator or help desk. Help desk informatien for your site is available on
the DMRN Home Page.

Mote that you must include the following statement in all oral and written work
“The views expressed in this article for speech, lecture, presentation, etc.] are those of the author and do not

necessanly reflect the official policy or position of the Depariment of the [Army / Navy / Air Force / Marines /
Department of Defense / etc.], nor the US Govemnment.”

(s amen ][ Feisn ] D o

1[5 @ Trustedsites

5. Follow instructions provided. Click “Next” tmegin the wizard.

7} IRBHet: IRBNet Document Wizard - Microsoft Internet Explorer provided by DDEAMC
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IRENet Document Wizard
DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To: [Project Infarmation | [TiGmpn]

Project Information

Study Manager —
reate New Project Please provide the following information for this publication or scholarly product.
Project Overview Research Related
signer Is this publication research related?
hare this Project @ Original Research
ign this Package ¢ Review
age
= ¢ Case Report
Send Mail ¢ Case Series
Delete this Package
¢ Non-Research
Complete page
Publication Type and click next
What type of publication are you preposing? If you are submitting an abstract, please select the publication

type comresponding to your abstract
Poster Presentation

Oral / Podium Prasentation

@
-~
¢ Joumnal Article / Manuscript / Paper
¢ Newspaper Article / Editorial

r.

Letter to Editor |

8 @ Tustedstes |

6. Choose applicable project information. Clidkekt”.
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DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To: IRequemed Clearance vI -

Requested Clearance

If you are requesting clearance by a specific date. please provide the date and special justification if
necessary. You may also attach supperting documentation to your package to help justify your request

R ted Clearance Date

Please provide the date by which clearance is needed. if applicable
Sign this Packa —
f Y

Complete if applicable and click next

Clearance Date Justification

Provide special justification for your requested clearance date, if necessary. You may also attach supporting
documentation to your package if necessary to justify your request

B 7 Uuwm|ES S| -Fomat- =|[-Fontfamy- ~][-Fontsize~ =]
X @ @ e

Going on a cruise and need it back before | go
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IRENet Document Wizard
DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To: | Other Institutes vI -

Other Institutes
Does this publication involve other institutes, and if so has this publication been cleared at each of those
other institutes?

List each other institute involved. If this publication has not been cleared at each other institute. explain why
not

For each other institution that has cleared this publication, attach evidence of clearance to your package

Complete page and clicknext or clickon | —

 Institute 1 X next to “Institute 17 to delete if
Institute Name publication doesn’t involve another
Delete this Package Institute

Protocol Numbers

If this publication is related to one or more approved research protocels at this other institution please provide
the Protocal Numbers.

Cleared for Publication
Has this publication already been cleared at this other institute?

Ve =
| [ [ [ |50 mustdstes

8. Enter information if publication involves othastitutions and click on “Next”. If no
other institutions are involved click on red “X"xtdo “Institute 1” to continue.
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IRBNet Document Wizard
DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To: IGeneraI Instructions = -

Other Institutes

Does this

AT
Does this publicatior

other institutes?

List each other institute involved. If this publication has not been cleared at each other institute. explain why
not

1 involve other instit

Share this Project

For each other institution that has cleared this publication, attach evidence of clearance to your package.

Delete this Package g

- Copyright @ 2002-2009 Research Datavare. All Rights Reserved.
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9. Additional institutions can be added here @mkclNext” to continue.

3 IRBNet: IRBNet Document Wizard - Microsoft Internet Explorer provided by DDEAMC
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IRBNet Document
DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To:IGeneral Instructions "I -

Author Information

Please provide the following information for each author

Author 1
Author First Name

i

Project Ovenvi
ign this
Send Mai

Submit this Package |william
SendMail |
Delete this Packag Author Last Name
|Shakespear Complete
and clicknext
Author Degrees
[Phd

Author Email Address

Please provide the AKO/DKO Email Address of the Author. The AKO/DKO Email Address is required for tracking
purposes. If the Author does not have an AKO/DKO Email Address then enter their primary email address

[ [ [@ Trusted sites

10. Enter applicable information. Click “Next”.
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DMRN Publication Clearance Project Cover Sheet - [100245-1] Practice Project

Jump To: [General Instructions =] [[oump ]

Form Complete

Thank you far pleting the Defense Medical Research Network Research Project Cover Sheet

CommiEa D Forer ] [P ]

Project Ove

el

11. Upon form completion click “Save and EXxit”.
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Study De5|gner

[100245-1] Practice Project
Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package.

CrosteHew Proect |

ectOmmaw

Select a Library: |DDEAMC Department of Clinical Investigation (DCI), Fort Gordon GAj
Select a Document: [CRADA - Master CRADA Model x| [[Download |

Step 2:
Assemble your document package

Documents in this Package:

DMRN Publication Clearance Project DMRN Publication Clearance Project  03/10/2009 12:15 j & X
Cover Sheet Cover Sheet PM :

Delete this Packag @

M @3 . 5 [ IS EM' ﬁ{i&"" ﬂmm ‘?LE‘”IRBNﬂ Mh!r.hDotumm MunsnﬁInten'netExo!nrerwnMedthD:AMcFm
(RG], o] &lamyk...| E)amyk... W i Fud: L. | E)menet... | I ] m Tuesday

12. This returns you to the “Study Designer” padpere you will add documents being
submitted for review. Click on “Add New Documend’upload file(s) from your
computer.
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Attach Document

[100245-1] Practice Project

You may attach documents to this package by clicking the "Browse. " button to locate a document and then by clicking
“Attach” The "Document Type" and optional "Description” are informational fields to assist you in managing your attached
documents

Document Type * [Other =

Description |Ducument for Publication J’—

File * |\\amediseamc02\users\leejw2\DCIURBNet\Blank doc > Browse... >

You may alsc use the IRBNet Document Wizards to create documents on-line. Documents that you create on-line are
automatically attached in PDF format

* required fields

Delste this Package

On-Line D |DMRN Publication CI Project Cover Sheet x|

I NS NSRS e P e L L - L e
! B = = ey =1 =i | ZL_"T]IRBNet: Attach Document - Microsoft Internet Explorer provided by D.DEAMC Licerm
J@ v D& 2@ I@mx... Eamyk...|[€) mene... | Fuwdi ... | &) Reet...| T S T Tuesday

13. Use drop down box arrow to select “Documerd€el’y Enter “Description”. Click
“Browse” to locate file on your computer. Selat.f Click “Attach”. Continue this
process until all files are attached.

a_lkﬁﬂet_smf\_f Management - Microsoft Internet Explorer provided by DDEAMC =4
Ble Edt yew Favorites Jools Heb | i

Q- Q- ¥ [ | Psewer Sgreems @)|(2- S F-LJE

Address EJ https: ffirbnet.amedd. army.mi release fstudy/designer. jsp?ctx_id=3

il ™ 7

Study Designer

[100245-1] Practice Project

Step 1:
Download blank forms, document templates and reference materials to assist you in assembling your document package

Share this Project ) |
SrthePeckge | Documents in this Package:
Submit this Package “Document Type

BRABELH ] DMRN Publication Clearance Project DMRN Publication Clearance Project 03/10/2009 1215 | & x
PM

Send Mail Cover Sheet Cover Sheet
BElEEEEEEC R Other Document for Publication WA02009 1223 ] & x
PM

Select a Library: |DDEAMC Department of Clinical Investigation (DCI), Fort Gorden, GA x|
Select a Document: |CRADA - Master CRADA Medel | _

Step 2:
Assemble your document package.

Copyright @ 2002-2009 Research Datavare. All Rights Reserved
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14. Projects requiring supervisor approval willdest to supervisors by clicking on
“Share this Project”. This same process is usathéwe with any other individual(s) as
needed.
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[100245-1] Practice Project

You may share this project with other Researchers, Committee Members, Administrators and Sponsors. You may also
send a complete copy of this project to a Principal Investigator at another site if this is a multi-site project. You may also
transfer ownership of this project to another individual

option if you wish to share your project with other Researchers, Committee Members,
or Sponsors at your own institution or any other institution. For example, you may wish to share this
project with other members of your research team so that you may collaborate in the design and development of the
L project. or with a selected Committee Member or Administrator to solicit feedback prior to submitting your project for
review. You may provide any individual with Full, Write or Read access

Multi-site: Use this option only if your project is a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The local Principal Investigator will be able
to obtain project documents from the lead site and may madify their copy of these documents (such as consent
forms) to meet the requirements of their local Board. You will be able to monitor the progress of this project at every
local site. The other local Principal Investigators will also be able to monitor the progress of this project at every local
site (including your own)

Transfer: Transfer your ownership of this project to another user. In doing so you will relinquish all access to this
project and the designated user will be granted Full access

Copyright @ 2002-2009 Research Dataware. All Rights Reserved.

[T I8 [@ stedstes

15. Click on “Share”.

73 IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC
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Share Project

[100245-1] Practice Project

You may share this project with other IRBNet users. Sharing a project consists of three steps:

m__ 1. Select an organization to display a list of IRBNet users at that organization
2. Specify the access that you wish to grant each user at that organization.
=

4 Project
r 3. Save your changes
gn this Pack

Search for an Organization [Seach ][ Cear |

Share i Prope | Organization types to sttutions ¥ Boards 7 Spons
e Ty s s e S
Sendtal |

Send Mail

Fort Monmouth, Fort Monmouth, NJ
Fort Myer (FMMC). Fort Myer, VA

Selectan Organizationk Fox Army Community Hespital, Redstone Arsenal, AL
Henry M. Jackson Foundation (HMJF), Bethesda, MD
Ireland Army Community Hospital (IACH), Fort Knox, KY
Kentucky College of Public Health, Lexingten, KY =

Select Organizatior

* required fields

Copyright € 2002-2009 Research Dataware. All Rights Reserved.

[ 5 @ Tstssts |

16. Find the appropriate organization of the irdinal you are sharing with and highlight
the organization. Click “Select Organization”
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Share Project

[1002451] Practice Project

Specify the access that you wish to grant te each user at Dwight D. Eisenhower Army Medical Center (DDEAMC)

Users that are granted "Full” access to this project may perform all functions without restriction. This includes editing
project documents, sharing the project with other users. submitting document packages for review and deleting document
packages

Users that are granted "Write” access may edit project documents and collaborate with other users, but may not perform
any other administrative functions.

Users that are granted "Read” access may collaborate with other users but may not edit project documents or perform any
other administrative functions

Search for a User: @ _

Type in user name and click search or for
an entire list of users type a space in the
block and click on search.

Copyright @ 2002-2009 Research Datavare. All Rights Reserved.
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17. Search for a “User” in the selected orgamahy entering all or part of the users
name or you may simply enter a blank space anH clic'Search” to obtain a list of all
users registered in the selected organization.

“} IRBNet: Share Project - Microsoft Internet Explorer provided by DDEAMC T
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Share Project

[100245-1] Practice Project

Specify the access that you wish to grant to each user at Dwight D. Eisenhower Army Medical Center (DDEAMC).

Users that are granted "Full” access to this project may perform all functions without restriction. This includes editing
Create New Project project documents, sharing the project with other users, submitting document packages for review and deleting document
D

packages

igner

Users that are granted "VWrite” access may edit project documents and collaborate with other users, but may not perform
any other administrative functions

Share this Project

5ig t!“ e Users that are granted "Read” access may collaborate with other users but may not edit project documents or perform any
other administrative functions.
Project Histo

Search for a User: Iwnnd _

Wood, Joseph C Ful € Wite & Read ¢ NoAccess

Each user will be automatically notified that they have been granted access to this project. You may also specify additional
comments to be included in this notification:

Choose permission access
and click save.

Delete this Package

Your Comments

[T 5 @ mstedstes |

18. Select a User and choose the type of acceswgot them to have to your project.
Click “Save”.
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[100245-1] Practice Project

| You may share this project with other Researchers. Ci Members, Admi s and Sp ‘You may also
e send a complete copy of this project to a Principal investigator at another site if this is a multi-site project. You may also
Study Manager transfer ownership of this project to another individual.

n + Share: Use this option if you wish to share your project with other R hers, Committee Members,
Administratars or Sponsors at your own institution or any other institution. For example, you may wish to share this
project with other members of your research team so that you may collaborate in the design and development of the
3 2 project, or with a selected Committee Member or Administrator to solicit feedback prior to submitting your project for

review. You may provide any individual with Full, Write or Read access

Multi-site: Use this option enly if your project is a multi-site project and you wish to send a complete and
independent copy of this project to a Principal Investigator at another site. The local Principal Investigator will be able
to cbtain project documents from the lead site and may maodify their copy of these documents (such as censent
farms}) to meet the requirements of their local Board. You will be able to monitar the progress of this project at every
local site. The other lecal Principal Investigators will also be able to monitor the progress of this project at every local
= site (including your own)

S
i

Transfer: Transfer your ownership of this project to another user. In doing so you will relinquish all access to this
project and the designated user will be granted Full access

Access Type |
Joseph Wood  Dwight D. Eisenhower Army Medical Center (DDEAMC), Fort Gordon, GA Read
Copyright €& 2002-2009 Research Datavare. All Rights Reserved.
LT (50 rstedsites |

19. After all shared users are selected you mal tBign this Package”. This is also
where you will click to verify if projects sharedtiv others have been signed. All users
who have signed a shared package will appear emptiye. Packages may be signed at a
later time by re-opening the project and clickimg“8ign this Package”. Projects must

be signed prior to submitting.
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Sign Package

I Jay Lee. the have read the documents in this package in their entirety and

agree that the|Department Head

= OR If you mu Pe;{anmem g;;:r}:lsemalwa p is not able to electronically sign for him/herself. enter designee signer
L e mode Monitor
{ Other Signatory

Research Coordinator
Share this Project Scientific Reviewer
Sign t.hls f'ac 290 Sub-Investigator
Submit this Package Team Member -
Send Mail

Delete this Package

Principal Investigator
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20. Use the drop down arrow to select your appabptitle regarding the project being
submitted. Until the title “author” is added, aoith should use “Sponsor”. Click “Sign”.
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[100245.1] Practice Project

This package has been signed by

03/10/2009 14:13:59 Signed by Jay Lee as Sponsor

Share this Project

l m -
Submit this Package) |
Proectrory |

Delete this Package
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21. After signing and obtaining supervisor apptogiick on “Submit this Package”.
This can be done at a later date by re-enterindN®Bind opening the project you wish
to submit and click on “Submit this Package”.
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IRBMet supports multiple models of review. Using the IRBNet "Submit” feature. you may electronically submit this
document package to either a single Board. or to multiple Boards. Each Board you submit to will be notified of your
submissicn and given access to view your electronic documents. Each Board will also be permitted to electronically record
their review decision, which will be stored as a permanent part of your project record. You will be automatically notified
when the review decision is electronically recorded

Please select a Board

Search for an Organization |

‘_—~
C Cl), Fort Gordon, GA

DDEAMC IRB, Fort Gordon. GA
DDEAMC Publication Clearance, Fort Gordon, GA

SelectaiBoard |noe ¢ Ragiation Safety Board, Fort Gordon, GA
NMNMC Publication Clearance, Bethesda, MD
MNNMC Responsible Conduct of Research Senice (RCRS), Bethesda, MD
WRAMC CRADA Review Committee (CRC), Washington, DC =l
* required fields
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22. Select the organization that the project ingbeubmitted to. Click “Continue”.
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[100245-1] Practice Project

The following IRBNet users at DDEAMC Department of Clinical | igation (DCI) will be ically notified of your
submission:
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F - oW You may also specify additional comments to be included in this notification.
Share this Project I
Submit this Package Your Comments:
Project Histo

Send Mail

Delete this Package
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23. Use the drop down arrow to select “Submis3igme”. Include any comments if
desired. Click “Submit”.
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This package has been successfully submined@
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[Create New Project____| Submitted by Jay Lee to Phyllis Ferguson; at DDEAMC Department of Clinical Investigation (DCI),
P

D

; Fort Gordon, GA on 03/10/2009.
Project Overview |
i) this? e

Designer | These users will automatically receive notification of this submission.
SignthisPackage || Return to the Project Overview.
ubmit this Package
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24. Package is now complete.



