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Contact Information:

Reinaldo Rosado Olivieri
IRB Coordinator
rerosado@rem.upr.edu

University of Puerto Rico
Medical Sciences Campus
Office of Compliance

Main Building B-622

San Juan, Puerto Rico

(787) 758-2525 ext. 1836, 1838

http://irb.rcm.upr.edu/loginpage
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Introduction

Procedure to Request IRB Review for a Research Project

What do | Need?

1.

Note:

You need to have an e-mail account from the University of Puerto Rico Medical Sciences
Campus (student or employee account). If you don’t have it, you can request it at the
Office for Information Systems in the second floor of the Main Building.

If you already have an e-mail account you should fill the attached document titled IRB
WISE ACCOUNT REQUEST PERSONAL INFORMATION and take it to the Office of
Compliance. You will receive a password to access the IRBWise® system within the next
ten days.

Once you have the password, follow the manual instructions to submit your research
proposal.

It is recommended that you take the Human Subjects Training Certificate during this
process. You will need to submit copy of your certificate electronically.

What should | include in my electronic submissions?

All documents to the IRB should be submitted electronically through the IRBWise® System. In the
submission you should also:

1. Answer all the questions in the IRBWise® System, especially the required ones.

2. Submit your COMPLETE proposal.
Submit Informed consent documents in Spanish and English (if applicable). An English
version of the Informed Consent Document is required if the project received Federal
Funding.

4. Assent Forms (for minors, if applicable).

5. Survey Instrument, Questionnaire or data collection forms (if applicable).

6. Human Subjects Training Certificate

7. Curriculum Vitae

8. Advertisements that will be used in the project.

9. If the research project will be conducted in a facility other than the Medical Sciences
Campus, a letter of authorization from the other institution is required.

10. If you are requesting a waiver authorization from the IRB you should include an
Informative letter to the participants.

Important: If the Principal Investigator is a student the research project must be

electronically “signed off” by the Faculty Advisor AND the Department Director. If
it's a Faculty member, the research project must be electronically “signed off by
the Department Director.
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What Documents Should | Submit in an Amendment?

The amendments are considered any changes to the research protocol or the Informed Consent
Documents. In the IRB Wise all the following documents should be submitted as amendments:

Investigator Brochures

Package Inserts

Closure Letters

Letters to the Participants

Informational Documents

Advertisements (should be reviewed by the Press Office before submission to IRB).
Audit reports or any other sponsor reports

Any other document related to the research project.

BN OTA WD =

What Documents Should | Submit in a Continuing Review?

All the Research projects approved by the IRB have an expiration date of one year or less. The
continuing review should also be submitted through the IRBWise® System. In the request for
continuing review you should submit:

1. English and Spanish Informed Consents and/or Assent Documents that will expire
(stamped version).

2. New informed Consent Documents and/or Assent Documents
3. All documents that needs to be changed or revised since the last approval.

Adverse Events

The following documents should be submitted through through the IRBWise® System:

1. Serious Adverse Events

a. Off site
b. Onsite
2. Adverse Events
a. Off site
b. Onsite
Note: All the Adverse events should be submitted with the attached report of event.
Important: The UR MSC IRB is subject to a meeting calendar and submission deadlines. All

the proposals should be submitted by the meeting submission deadline. If your
protocol is submitted and signed off after the submission deadline will be
considered for the next IRB meeting.
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1.0 Overview

Human Subject Investigations

When submitting a protocol to the IRB, use IRBWISE, a new web-enabled Institutional Review
Board (IRB) management and tracking system. This system is designed for online submission of
human subject investigation applications (protocols), submitting and monitoring continuing
reviews and amendments, as well as communicating with the IRB Administrators.
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For Investigators and Administrators

1.1 Personalized Home Page

The Alerts section allows for the Office of Research Compliance to directly
communicate with researchers about their protocols (i.e., time for continuing review;

incomplete application, etc.) The information in the Alerts section will typically need the
PI to take some type of action to respond.

An email notification will also be sent to your university email account for an item that
needs an action to occur.

alerts

Mo Alerts

User: Michelle 1 Clark
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My Protocols contain all protocols of the researcher.

The system allows for the user to sort their protocol submission in multiple ways. You
may view (1) All Protocols, (2) works in progress, (3) waiting on signatures, (4)Submitted and
Being Processed, and (5) Final Disposition.

The IRBWise system provides the user with a “snap shot” of each of the protocols
including the submission type, approval dates, protocol title and current status.

Note: New protocol applications that have been accepted for processing by the IRB are
assigned protocol numbers.

e Editd Wew s Favortes . Topls - Help

Welcorne to IRBWISE, Michelle 3 Clark.

my protocols

show: | All of My Subrnissions
Allof bty Submiiesione
Waorks in Progress

S BWaiting on Signatures

Prorye Submitted and Being Processed
Final Disposition

AW

Hd

Protogol This ts my protecel title, Withdrawn 04/26/2004
Protonst New Protocol ' , | Withdrawn . oa/z6/z008
Protecs] This is & mock protocol.., withdrawn 06/11/2003

rendment #7 to Approved - : O6/03/2003

Trathing dssistants

Amendroent £1 for HDZGB?[ l Approved 06/03/2003
EEORING ASSISTErts
Amendment for HOZoEY 1 ] : Wihdrawn BEIS/2003

1 for Sign-
Protacol Example Protosol i“;' ing for Sign 10/28/2002

Yos
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For Investigators

1.2 New Protocol Application

¥ Subeit Hew Pratousd
e AR
Creersd Pratmcel BnfarreortSeen

o thgnse

4 s

Submit New Protacol:

Begin the applization by

Bt

‘f%g'm L By pweteesl Li8iR.

Kssamiabe Coetliled bonis with tdk Prtwnst:

St Fass wonie o8 . et by Savaisiin. B9 oD R putert w8 B R

completing these two ims
firgtr

{13 The Protocol Tite and
{2) The Ceetified Persormsl,

The Pratocn Title simply
reads to be keved into the
system.

Ty Associate Cortified
Parsornel click on the
hypartext link,

Associate Personnel;

This section i Intended 1o be used for
essentisl personnel working with the
protocol,

In the first text box, begin adding a parson
by keying in the person's lastnams. Omxe
tha persor's name appears in the drop down
bou bedow, then select the name of the

Footlor B Fesk Faor Telins of Mo 105 e e Bl B, Wi Mgl S aaniah el
(=3 % L N

s Bl pesiiuad v i ot B e B Shons, 3G B ¥

Mext Selct the Role of the person (PLL €0
PI, et}

Tren click on the Add This Person button,

Your'll rotice that Michelie Clark has been

added as a PI on this protocol,
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If a person’s name does not show up in the drop down menu, you may need to add them to the
system. This person must fill the IRB WISE ACCOUNT REQUEST PERSONAL INFORMATION
and send it to the Office of Compliance. In the account request you will need to submit the
following information:

- The person’s name

- Organization/ Company

- Phone #

- E-mail Address

- Address

- Proof of completion of Human Subject Training

The individual will be added to the system by the IRB office.
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1.2.1 Grant Access to Protocol

Huerds % 3 vaab S gmsdabad itk B protensl SN b ween

Asspeiate Punding with this Fratsad;

k Arcess to Protovol

Fpoteend Ioka &

o ek o et o intern o th s o avw Shing fon

Administrative Access may be granted to certain users. The “rights” associated with this access
allow these people to receive the same email notifications that the PI receives as well as allowing
them to make any changes to the protocol on a PI's behalf. Making any changes to this list does
not require a modification request and is effective immediately. Whoever initiates the protocol
application is automatically assigned the “Admin Access.”

Note: If the PI or CO-PI initiates the protocol application they may want to assign these rights to
an administrative assistant. If an administrator initiates an application for a PI then they are
automatically assigned administrative access.

To add a person for this role, simply follow the same steps that we used in the previous section
(Associate Certified People).

Browser "Reload” Information:
Be sure to click on the “SAVE" button before reloading or refreshing a new browser page. Data
will be lost if you try to refresh the page without saving the data first.

-10 -
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1.2.2 Associate Fundin_g Sources

The next application question asks if you have external funding. If you answered YES to the
question, the following pop-up window will appear. Please answer the questions as fully as
possible.

This window requests information on the external funding agency (sponsor). Typically, the
Protocol Title and Grant Title are different; please indicate the title of the Grant as well as the
DOC ID number that the Office of Sponsored Programs has assigned to it. It is a requirement for
the office to match up proposals with their associated protocols.

The funding sponsor database can be searched by simply typing in the name of the sponsor.
Once the sponsor’s name appears in the drop down box below, select the name of the sponsor.

Once that is completed, click on the Add This Funding Sponsor button. If the agency does
not appear to be in the database, you can add a new funding sponsor.

Click on Continue with Application to go back to the main screen.

Bluxrn anker ths St Few Sethwrs of the: arm sou dre baking for and selat from G858 BE o anter Fureding Seormmen
@Iﬁtmm& Zojence Fowndarion

[FATICHIAL SLENCE FOURDATCHENERAL , E

T thers 15 & TUEng SRURte bt with the protoood shinh i ool s e st shove, gigh barg.

j2ied

1.2.3 Associate Locations

Continue the application by completing the Assodiate Locations question.

¥ Associste Locstions

Assacinte Locstions:
Gulue -
Poras i

3 5G% Terith

st with e proracsd which & not in the Tt dbove, Sirk beve.

£1F thpre 1y & Oy auu

-11 -
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1.2.4 Lay Summary

In this next section, the lay summary of the protocol must be added. You can type directly in the
text boxes or you can “copy and paste” the information from a Word/Word Perfect/PDF
document. The purple image to the right of the text box opens up a larger text editor that allows
you to see more of the text as you are typing. This section can hold up to one page of text.

Lay Smﬂmary ;if! Pmtmi.

Text Editor
Typs your tard i the windoe Drlow and dlick 08 bo pafie the tant o B el window,

Teped in rewr feas whe mi«hw/

Copied and pavted feas w Seed decumen.]

A\
Lay Sueneary if Pmmﬁﬂi ;q
A Twsonta i lay tarms zﬁ{ parposs of $re ressneck inchideg the researed uRston, -

!,.-"
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1.2.5 Subject Information

Will the research involve direct interaction with subjects?

Subject Information:

- ’ ' Select One
‘ seoich inuohie disc i oo = 1If yes, ck Here,
L 1f no, MClick Hers,

If the answer is NO:
Indicate the type of human subject information that you are using as part of the research.

Ay Rratangh

¥ Resenrch Hot hvoleing Sublects

R B e Rhn v ekualy o wniskesy det, o ¢ o ik B g 2K
spacETmar, ¥ Shyse cpenes #ie pabilidy skt oy he b $B Epnotaed 39 the 0 g & SRtk
Mhvink st ek fow & . hrwickly o B i Bkt o thoe wakinate

Plaase solack olf thal apphy:

T Betmmertes s of st miarte

mg&mmm af madkodl écmd&

| Howen i auimoioudy sibiedn st nnchisetting.
B of e vps i :

a0

If the answer (s YES:

Explain who the subjects are, how many people are involved in the protocol, the gender of the
participants, inclusion/exclusion criteria, recruitment issues, how informed consent will be
obtained, and how data will be kept confidential. You will also be asked to indicate what

research category best fits your research.

¥ Associate Stody |

Sulipack fifanation:

ekhes o Salinms fue s rosants

Sebiest Gendedtel f ey esreen

oputatiss Idormation:
ek oF o

i b in fhuk s

-
s 5 i af i
ekt VS S ey i
s atioe Crogiat Spavius e
Havm el Uskasine r
Bt .
kg Gibiam &
~

PeernrsEn
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1.2.6 Drug, Investigational Device & Radiation Information

Each of these sections will ask specific questions regarding the research being conducted.

FDA approval is required for Investigational Drug (IND) use. Information regarding the
Manufacturer, Generic Name, Trade Name, IND Name, IND Holder (sponsor or PI), as well as
any brochures on the Drug needs to be submitted.

An Investigational Device (IDE) will require similar information to the IND but also requires
information on the IDE Category and IDE Risk level.

Research that includes Radiation is required to gain approval from the Radiation Safety
Committee and obtain an authorization number.

Drug Information:

I yes, WaddiMadifv Drugs

. ]Select Cne =1 If yes, W add/Modify Deyvices

- [5eiectone 3

1f yes, P add/Modify Radiation

Associate Key Words
This field is not required but is an option given to the PI.

Associate Key Words with this Protocol:

hink: Thiz is not & raquired fisld, it is for the PI's own benefit.

.

Hiv
asthma

7 Other i

hint: The words gou enter hers will not sppesr in the table sbows. To enter more than one, sirmply zeparate therm by a comma,

-14 -
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1.2.7 Associate/Upload Documents

Click on the Upload Documents link listed below.

Docurmknts Assoriatad with this Protocsls
et ik Hare e e ddut ok Busnesind nusoents

»

£ Fagldy woarkid w88 aite

Erder tte of the ocument:s Y
M will pris B sending g dosument?

Camcumant Typs

hinks W opou s moating de tha desuriond or fealeg & Wbr sdiesk S pager sopv.
I are Faing S % 4,4 Fa & b S0

0 via pager copy
oy
% glectronigeily g’{’g@qmmgnﬂx 203 Fertnan i Clwk GTR OB Lerk |

ii’:esaam‘ Furire

To upload documents

1.

Type in the Title of the Document that you want assigned to it (i.e., Consent Form
March 2002)

Select the method of delivery (if paper copy — send via campus mail or other delivery
method, otherwise submit electronically (Word, Word Perfect, or PDF file).

Next, select the type of document that you are uploading (Consent Form,
Advertisement, Abstract, Project Description, etc.)

Then Click on the Upload This Document Button.

The system will indicate if the file was uploaded successfully. Continue to upload all files that
you want associated with the protocol. Typical documents to be uploaded are as follows, the
Abstract, Survey Instrument, Advertisements, Consent, Inclusion/Exclusion Criteria (for
subject enrollment), and the Proposal Project Description.

Note: If submitting something to the IRB via paper copy, it is important to still upload the
information indicating that the information will be sent to the IRB.

=15 -
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Save Application.

This final section allows users to choose whether to save their work but to stay on this same

page; to save their work but will exit out of the application; or to save their work and continue
will the submission process.

We chose to Save & Submit and are continuing with the submission process. This screen is a
“review” of the information that you have input into the system.

¥ Review Protocol
ﬁ Flogse revipy your apdioeiite, then, ot S botton of s pags, arwnr the Cunflict F Inteee’ el Budirssment® auestions ard
T ket your spplization

Thie: Thiz is my pe'a%mi itk

Frincipd Breewetipaitorr Shisk, Michaiy § Turvwet SEalass Bae

Koo Askgned Addender Ravigrady

Bwsben Tagus Lt Retbailns Baed o $3. T0DE - Svestad
higiniatty Apprend Lurrent Rpprovall Bestnds

Protocol Details
Heyaul

Werify the information an
) this review goreen as it is
B your protocol application.

i ol Subawi
Bubynst Serdate) For thie Broksculs

-16 -
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1.2.8 Conflict of Interest & Endorsements

At the bottom of the review screen, the Principal Investigator must answer the sections on
Conflict of Interest and Endorsements. Once the PI agrees to the Endorsements, they will need

to type in their name which signifies an e-signature.

Conflict of Interest;
Conflict of Interest

Endorsements

thom ol bl
harmful effacts to the subjacts,
L e e

Luill obesici inf
1 will report to
Luill termu i a ‘
gain IRB spproval kefore altaring the research protocol

T wilf

bt e ot

Enter Your Name: {

-17 -
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1.2.9 Sign-Off Process

Approvals:

The appropriate approvals (“e-signatures”) are necessary to obtain before the application may be
processed. Select the appropriate method by clicking on a radio button. Then if necessary,
select the Chair or Dean who will need to approve the protocol.

If a Faculty Member (PI) then...

Forward the application to their Chair, Director or Dean (Person to whom the PI reports to) for
approval. Once approved by the Chair, Director or Dean, the application will be sent to the IRB
for review.

If an Administrative Assistantthen...

Forward the application to the PI to answer the conflict of interest question, the endorsement
statements/signature and then to submit the application to their Chair, Director or Dean (Person
to whom the PI reports to). Once approved by the Chair, Director or Dean, the application will be
sent to the IRB for review.

If a Student PIthen...

Forward the application to the faculty sponsor for approval who will then forward the application
to the Chair, Director or Dean of the department. Once approved by the Chair, Director or Dean,
the application will be sent to the IRB for review.

Be sure to click on the Submit This Application button.

Approvals:

Please select one: {Please read carefully)

2l caving whe S b dhibing hers

-18 -
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1.2.10 Pre-Submission Protocols

Protocols can be partially completed and then saved without being submitted. These protocols
reside in the My Protocols section.

Feadback  Logowt

Show: | All of My Gubrsissions

Fage: {112 | Show &l

S - = - . - - Spproved e

I b d P l 5 I ‘Pending 05/26/2024

| Protocol number and Protocol title e e
will appear in this section. e
Frnding AIE00

Expired Dg/?;ffoﬁ : 030972004

Pending ausnzons

Approved fg‘f;’/zfo":s' v202/2004

 hepves . oo

. Ciased 0;:;:3’/2;?;' 12/16/2005

Only protocols which have not been submitted for approvals can be edited in this pre-submission
process. Click on the hyperlink that states “view” with the status of “new.”

The next screen displays the protocol information that has been completed. To edit the
information, click on the drop-down box and select Edit Application and click the GO button.

¥ Frotocod Detalls Report

Select an Sotan

O ey ¥
(Sebmi tsw oozl

Erarvanit Thatums Sov

Aty Savigronds

Kawk AcBwibpr dperd 3, 2000 + Sreatad

Surrent Approvsl Perindy

Title: Prtocal for User Maruaaly
Poincipal tresatigatom Tlack, Micheke §

L ubieEe

-19 -
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2.0 Submitting an Amendment

To submit an amendment, you must begin with an approved protocol which is located in the My
Protocols tab. Click on the protocol number that contains the hypertext link. This will bring up
the protocol details screen.

2 EB?I&S{. Pratorols fn—ﬁk{oéoft ln;érﬁﬂ Explor

Fesdback Logout

. Task
weleorne to IRBWISE,

P submit New Protocol

Prorocal Ho drawn o

Amendment #4 for HOZ114 PrOtOCOI Titles Appraved 13/17/20G3

Jendment £3 tr 3 Ausroesd . 1104000

Amengdment #1 for HIZ114 approved 1041772003
Arendment 27 far W03 Rspraved , insia/enns

antinying Revie for Hozidd Approved 10/17/2003

Y . 0avee - o
Proty ?)i HHZ, ks ; Sgpraveﬁ to/ieion0a. }.Q: 2a/z00z

-20 -
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The screen below is the protocol details for Protocol Number H02114 which contains the protocol
summary.

Help Feedback  Logout

Welooms to

summory  detoils
Protocol HO2114 ‘ ’ : Juf
Title:
Principal InvesUgat TUFren STUsT Approved

. ivity: - 114 A
sdmin Assigned: Al T EaTEr Last Activity: 11/17/2003 - Amendment #4 for HO2114 Approved Consent
lice GF Forms Stamped

Committee Assigned: Committes 1 Original Approval Start:  10/22/2002
Review Type: Expadited Review Current Approval Period: 10/17/2003 - 10/16/2004

Protocol Summary

1 personnsl
2 ressarchers have active "Human Subjects Training Certification” certifications

ceriifisation detsils

- 4 Amendment requests crested, 4 approved

1 Continuing Review request crested, 1 approved

.21 -
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Click on the drop down box and select Request Amendemnt.

Fiel o bdn Yes i Favarfes D Tools i ety

summary  details

| Change Your Password
| Bubmit New Protoco}

‘Protocol HO2114
Title:

Principal Investigator: Current Status: Approved
Last Activity: 11/17/2003 - Amendment #4 for HOZ114 Approved Consent
Forms Starnped

Committee Assigned: Committes 1 original &pproval Start:  10/22/2002

Review Type: Expedited Review Current Approval Peried: 10/17/2003 - 10/16/2004

Admin Assigned: slice G Basler

Protocol Summary

1 persannel

2 researchers have achive "Human Subjects Training Certification” certifications

sertification details

4 Amendment reguests created, 4 approved

1 Contimsdng Review request created, 1 approved

-22.
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The top of the Request Amendment screen contains the basic protocol information. The bottom
portion of the screen contains the application for the amdment request.

» Request Amendment

IHFORMATION Leccr amerndiment nformatinn An =ubeit ot e Betrom ot this pagé.

Amendmant for HO2114
Admin Assigne:
Committees Assigned:
Review Type:

Eul;ré;xt Status: Nev;/ :
Last Activity: §7/31/2004 - Craated
Date Approved:

Title:

Principal [nvestiqatn{ l Current Status: Approved
Admin Assigned: flice G Basler Last Activity: 0773172004 - Smendment for HO2114 Created

Committes &ssigned: Commities 1 Original &pproval Start:  10/22/2002
Review Type: Expaditad Rav Current Approval Period: 10/17/72003 - 10/16/2004

siew approved Protocol details >

Change in
Study W add/Madify Certified Personnel

Fersanne!

-23-
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Bargand

Modification Application:

The application will populate with
| the appropriate infarmation from the
syt

The first " up window” shows
us the Change I Study Persoresl!

3dia SRR 8% &

To add a person, shmply begin trping
the persorn’s last name, once the nams
appears in the drop down list, select
the name, then select ther role s
click an add This Person.

smpuineg kekal tn

Be sure to read the list of names at the

Arewer the appropriate
questions regarding Change i1
Siteor Change iy Brroliment

If there s a change in Corsent
Form, than you will need 1o add
the new consent form to the
appleation. To add the new
consend form, click on the
Aoty link which will bring
up the Associate Documents

Fill out the tithe of e document,
speciy how you will be sending
e document and select the
document type d.e., Corsent
Formg and thern chick on the
Upload Document button,

Policy Note:
The new Corsent Farm must
have the denges Nohliohiern

bottom of the screen 1 verify the
persornel,  Alf active persons from
this list will replace the existing list of
appeoved persons after the
redification & approved by the IRE,

Haeion of Tupor

i oS R SR W ik TR AR SRR G e By e Bnasdh

» e Hyvs S detiven o G oy o o Swking Fa, o bighebidin e wua sy
o Fws varog befve. .

2w b it s the Bt o plak baee

Foudtbark Som il

wnpie Conbens form Sauck 20

e 2 i el RN e AR e Riseiig W et St

e wie Faeng B B Hhonss T By 4P

shyw st ou b seeibe P
Suesnaray

Continue with the Amendment Application by adding or modifying the appropriate sections.

-24-



IREBWISE User Guide

This icon will open up a larger window for text editing.

Be sure to answer any questions regarding the justification of the requested changes.

This section allows users to choose whether to save their work but to stay on this same page; to
save their work but will exit out of the application; or to save their work and continue will the
submission process.

In this case, the amendment application has been submitted. The details of the application are
summarized on the next screen.

My Protarole Fesdback  Lag it

¥* Review Sodification

oo Esampls Sfevtooad

awines Linnkdy, e Lok Stebians Spproved
: e 1 Kol Kaigrunchs
Ruseins Typat Lark Aclhetyr March 25, 2002 « Modthoatisn #0 Crewted
Eiricgeiniby Sppwaorads Bardh £, HGY Eawvent Spprowel Period: March &, S0E to Maech %, 2oy

etk STaluvs Hes Bwiarin Typas

Comyimoitiee Rosigneily Jubvoie Assigandy
Bimtse Rprprswmd: Laek Krivily: Masch 26, 300F « Comated

Poralwonng 1 itess ) ix%mp@ Sonserd 2
R, widad SR gy Mwech 00T S,

Foeiad vt ¥ dfmean

NOTE: If you need to add anything additional at this point. DO NOT click on the back browser
to add info — this will create a second Amendment. Instead, click on the HOME button (on the
top navigation) and then select the amendment in the Amendment in the system.

- 25 .



* Confirmation Fage
@ {vowr spploation for the HoElasban

You should receive a confirmation of a successful submission. Please note that this transaction

does not indicate a complete application or approval of the Amendment. You may still receive
requests for additional information from an IRB administrator.

- 26 -
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3.0 Submitting a Continuing Review

To submit a Continuing Review, you must begin with an approved protoco! which is located in the
My Protocols tab. Click on the protocol number that contains the hypertext link. This will bring
up the protocol details screen.

feedback Logout

my protocol

show: | M of My Submissions / P submit Hew Protosol

protecdl Hodisy withdrawn . oeesom

Protocol Titles

Approved 11/17/2003
Approver Tis0a/z009

Approved 10/17/2003

Approved Loiave0ns

Continfing Review #1 for HO21 14 Appraved 101772003

Prxgcﬁl HOZitg ] hpproved

19/17/2003 -
10716/2000

1bi2vjon00
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The screen below is the protocol details for Protocol Number H02114 which contains the protocol
summary.

Feedback Logout

Select
Welcome to IRBWIS!

details

| A ofiily 91,7004 1253 PM)

T J [;»

Princip o N

Admin Assigned: Alice I ] Last Activity: 11/17/2003 - Amendment #4 for HO2114 Approved Consent
T Forms Stamped

Committee Assigned: Committes 1 Original Approval Start:  10/22/7002

Review Type: Expedited Raview Current Approval Period: 10/17/2003 - 10/16/2004

Protocol Summary m

i " il " . : ’ . L v e -

Protocol Description

_ GTRC
1 persoanel

2 researchers have active “Human Subiects Training Certification” certifications

sertification details

4 Amendment requests crasted, 4 approved

|1 Continuing Revisw request created, 1 approved
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Click on the TASKS menu and select "Request Continuing Review" from the dropdown menu.

Select One
Grant Access To Protocal
Report Adverse Event
Bepon SAE
submission Aeouest Amendment

[ finsin o

welNgme to

Chenge You Password
Submit New Pratocol

S — ' : . .

Tith
: pr;nr~.l [ aved
admin Assigned: flice G Last Activity: 07/31/2004 - Amendment for H02114 Crested
Committee Assigned: Committee 1 Original Approval Start:  10/22/2002
Review Type: Expedited Review Current Approval Period: 10/17/2003 - 10/16/2004

Pretocol Summary

1 psrsnnns}

2 researchers have active "Human Subjects Training Certification” certifications

certification details

4 Amendroent requests created, 4 approved

i q Review request created, 1 approved
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The top of the Request a Continuing Review screen contains the basic protocol information. The
bottom portion of the screen contains the application for the Continuing Review request.

& EdhL Vs Faviorites

%ﬁ%fmk ¥

» Request Continuing Review

INFORMATION | current innceuracins of aoproved shenges shouln be renorted (6 the continuing revien agpii:atia}j 2nd an amendment is not nesder
forthaning channes shoubd be dane vin g o parate amendinent requect i . -
3 your protoccl anprovsl vear is 1998 or before, éte i mmtaﬁp!;caﬁda instead of & mﬁtimim teview Pegusst .
incotparsting aﬂ"am&@dmgm, updated oo ant, oo 8n and ortos, Funding infurmation, ofc that Bave cocurred cines the ctudys
inteption, o - o - - o -

untinuing Review for HO2 114
Admin Assigned:
Committees Assigned: Last Activity: 07/31/2004 - Created
- Review Type: Date Approved:

Titl
Principal lnvestigat\{ l Current Status: Approved

Admin Assigned: Alice G Basler Last Activity: 07/31/2004 - Continuing Review for HO2114 Crasted
Committee Assigned: Commitise 1 Original Approval Start:  106/22/2002

Review Type: Expadited Raview Current Approvsl Period: 10/17/2003 - 10/16/2004

view approved Protocol details = >
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Benewal Application

T e e YT m&ﬁ 3& o

wmmmmm ok

?‘Mw s Prtesl
" e wanne, & Sk SEakaks Appesand
Conenivithie Nasigosbil Lostiviben 3 s

Gk A s 95 ke i e A o e
Spies Topai S B
Doiginally Rpgwerads ok 459568 Bmwist Ripgrsad ool itk & T008 56 Basdh % 1905

Review Protocol {egqired)

formation shagt the approved
proteand $hat vourmast revies for
arrcuracy. This srmses that the
Persorred, Runding, Location, ad
Corsert Forms 22 scowste or e
veviswyl paiod,

Sekect thie appropriste aower A ike
battorof B page omact or
ety cick U Bave Bten,

1 ary of the piormation & nConedt,
you will nzed to nbod 2
erecificaton songwih the o,

3 g, g&@%ﬁ%#

o R e Yt Ty e 5 ’é«a g
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Argwer e other
ouestions on the
reneveal pplication,

Hote that if contact
weith human subsects
wil continug, you must
upioad the consent
forens that will be wead,

Wihen you are ready o
rewiew and submit the
renewal application,
clik the “Save .
Copy..Submit ™1
Application” button :

Review Renowal:

Frally, review your rerewal application. Soroll 1o the bottom of the page and
arswer the Conflict of Interest and the Endorsement questions for the
rerewal period. I you nesd o males changes to your application, oick tha
Edit Application button,

Whan you are realy 10 submit the application, first select who you will send it
% {the P or the IRB), inchude any comments sbout the soplication, and click
the Submit Application bution

5 0 pesniuisnn o e Ti s

Evttar Four Naren: Py
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4.0 Adverse Events

To report an adverse event or a serious adverse events, you must begin with an approved
protocol which is located in the My Protocols tab. Click on the protocol number that contains
the hypertext link. This will bring up the protocol details screen.

IRBWISE: Dentorols fo
File EdE

Feedback Logout

Viglcome to IRBWISE

my protocols

{ Al of My Subrmissions i P Submit New Protgcol

rotoen] HOSIST Withdrawn : Hz/nerznod

Amendment #4 for HBZ114 Approved 11/17/2003

| Approved , - 1o

approved 10/L7/2003
Approved : A0/L7/2003

Approved 10/17/200%

platyr
1hdie/2004

Approved 10500000
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The screen below is the protocol details for Protocol Number H02114 which contains the protocol
summary.

Feedback Logout

submission

Protocol HOZ114 S . &5 Db duly 33 congpiazp
Title: l

Princ whroved
Admin Assigned: Alice G Basler Last Activity: 07/31/2004 - Cantinuing Review for HU2114 Created
Committee Assigned: Committee 1 Original Approval Start:  10/22/2002

Review Type: Expedited Review Current Approval Period: 10/17/2003 - 10/16/2004

Protocol Summary m

1 personnsl

researchers have sctive "Human Subjects Training Certification” certifications

on details

4 di t requests created, 4 approved

1 Continuing Review request crested, 1 approved

Fa¥etat:s

-35.



IRBWISE User Guide

Click on Report SAE

epon Adverse Event
Pepot SAE
submission Reguest Amendment
Fequest Continuing Rewiew

smmary  detalls

) Change Your Password
“{Submit Mew Pratocal

1 g bl it
Admin Assigned: Alice GT r Last Retivity: 07/31/2004 - Continuing Review for HO2114 Created
Committee Assigned: Committes 1 Qriginal Approval Start:  10/22/2002

Review Type: Expedited Review Current Approval Period: 10/17/2003 - 10/16/2004

Protocol Summary m

1 personnel

researchers have active "Human Subjects Training Certification” certifications

certification details

4 Amendment reguests created, 4 approved

1 Continuing Review reguest created, 1 approved
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The top of the Report SAE (Serious Adverse Event) screen contains the basic protocol
information. The bottom portion of the screen contains the application for the SAE report. The
Adverse Event screen is similar to the SAE screen.

IRBWISE: Report SAE - Microsoft Internet Exploter

Mg s Favorkes o Tonlsl HEp

Feedback Logout

ot Ong,

Welcorne to IRBWISE,

P Report SAE

INFORMATION fecrer <ae ‘(;rmsﬁx‘:in"and subrit of the batton: of this page.

iy 31, 2004 D119 PM

SAEforHooils e :
A;(imin Assigne: Current Status: New
Committees Assigned: Last Activity: 07/31/2004 - Created
Review Type: Date Acknowledged:

Title:
principal Investigatorn: l l Current Status: Appraved

Admin Assigned: alice Last Activity: 07/31/20604 - SAE for HO2134 Crested
Committee Assigned: Committee 1 Original Approval Stert:  10/22/2002

Review Type: Expadited Review Curvent Approval Period: 16/17/2003 - 1041642004
views approved Protocol details »»

SAE Form:
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When you are done with the report, click the Save Copy...Submit Application button at the
bottom of the report.

A narvative, and

supporting

dacurnentati . .

Hacebing the BAE; P Click Hereto Associate Diocuments
MUST be sssodated

with thig form,

On the final page, review the SAE before you submit it. To edit the report, click the Change
SAE Information button.

To submit the report, select who you will send it to (the PI or the IRB), enter any comments
about the report, and click Submit SAE.
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How to submit the curriculum vitae and Human Subjects
Training Certificate in the IRBWise® System

1. In your homepage of the IRBWise® System go to “my account” tab. You will se your
profile information.

2. Then go to “Edit Entry”. This will take you to the “Maintain Personnel Records”
section, where you will find your personal information. It is recommended for you to keep
you personal information updated. This information will be used by the IRB staff in case
they need to contact you.

Bl B e Pavarbes L Tools U Hely

daiisnancs

PR Medical Sciences CampusIRB Online Applicatio

Welcome to IRBWISE @ UPR-RCH, Reinaldo Rosade |

profile - protocel . history

1 Hide Empty Fields

Name REINALDO ROSADO

Email Addeess rerosadodrenm.uor.edu
 Department IRD

VPR MEDICAL SCIENCES CAMPUS, IRB OFFICE
PO BOX 365067

 Work Uity SAN JUAN
Work S!;atef PR
Work Z1Pp/Postal Code O0035-5067
‘ | work Lonntry USA
', wurkphm@iwumbé} (787) T58-2525 EXT 1713
Work Fax number (727 766-6764

Work Address

User: Reinsldo Rosado

IRB

Sodieninnsnaa Gy {Go] o Fagery sct O
welcome to IRBWISE @& UPR-RCM, Reinaldo Rosadao

# Maintain Personnel Records

Madify £xisting Entry

G ariirg: B0 opE fasdifs anyiting that thanges this rreaning of the wotry, beostse’ sl the oid Protdcols are linked to tHis,
Yatus.,

¢* indicates required fieid)

Last Narmet

Firse Migone s IREALDO

PMidcle Nanne

Praforred Narae

Persoiial Prefis

Forsonal Saffh:

Professional Prefisn

Professional suffin

E-rinit lreasada@icm upr edu

gechndary Email

Linria:
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3. In the “Maintain Personnel Records” section, go to “Resume” and “upload file”. A new
window will appear titled “upload document with comments”.

4. You will click “browse” where you will upload the curriculum vitae.

5. In the “notes” section repeat steps 3 and 4 and attach the Human Subjects Training
Certificate.

6. Once you submit both documents “save changes”.

B oElenEdt ) Yiew s Favorfes ook Help

uUpload Document with Comments

directionst One dotument may be uploaded hera and wili be svailable with your commants in the text bowx.

Select File ‘ ; [ Browse.: | <

Homeaddeessfp  f  Upload This Document | [ Close Window ]
Home Address Country |

Filz Uploadsd:

File Uploaded: | ..

File Uploadsd:

£2 ves & No

: Sawve Changes } Cancel

ser: Reinaldo Rosas&
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University of Puerto Rico
Medical Science Campus
IRBWise® Account Request
Personal Information

Please complete the following information. Do not leave any item unanswered.
Please submit the completed form to IRB Office 622C, RCM Main Building.

 Last Name '

First Name

 Faculty

FacultyMem bor

Depaﬁméhf .

sccount iPassword
Assigned

oo hol wrile ere)

Signature Date
Miguel Cruz Reinaldo Rosado
IRBWise System Administrator IRB ADMINISTRATOR
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