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CHAPTER 1
1.1 GENERAL INFORMATION

This is an online platform that supports the National Regulatory Agencies;
NDA/UNHRO/UNCST and Research Ethics Committees in the regulatory
oversight of clinical research to be carried in the country.

The system provides efficient reviews of research and provides the
researcher with an interface with the regulatory agencies in the data
capture, data management, data validation, quality control and overall
regulatory compliance to clinical research management processes

1.2 GETTING STARTED

e TO get started, access the NRIMS website on
https://nrims.uncst.go.ug/

e To create an account and submit a protocol, follow the steps in
SECTION 2, Section 2.1

e After Submitting your protocol, it will be reviewed and feedback will
be given through your registered email address.



CHAPTER 2
2.1 USING THE SYSTEM

Follow the steps below to create an account and submit a protocol to
conduct research in Uganda. Take note of the red circles in each
screenshot as they show important actions.

1. Click on “REGISTER/CREATE ACCOUNT" and fill in your information:

& nnmsuncst.go.g

Welcome, Get started

National Research Information Management System (NRIMS)

Clinical Research Management Systern (CRIMS)

2. After registration, you will be taken back to the home page and asked to
login. Click on “RETURNING USER/LOGIN" at the top, to Login:



Call us: +255 414 705500 Contact us Info@uncst goug

o

3. Click on the drop-down arrow to answer “yes” or “No”:

) If “No”, click “Proceed” to be redirected to seek for clearance to conduct
research in Uganda from the UNCST

Does the study involve Human participants?

a) Clinical investigations - any experiment or study on one or more persons, which involves a test product/ article such as a drug, treatment
procedure or device
bl Social-behavioral studies which involve interaction with or observation of people

¢} Basic scientific research lo study biology of persons or organs and specimens thereof.

d) Systematic collection, storage and analysis of data on humans.

Proceed

])] If “Yes”, “Select Research Category” from the drop down. Select an option from
the drop-down list and click on “Proceed” to be directed to a REC approval work
space.



Does the study involve Human participants?

a) Clinical investigations - any exparnmant or study on one of Mmore persons, which imvolves a test product/ article such as a drug, treatment
procedure or device

bl Social-behavioral studes which iInvolve interaction with or observation of people

c} Basic scientific research to study biology of persons ar organs and specimens thereof

dl Systematic collection, slorage and analysis of data on humars.

Select Research Category

You will be re-directed to REC Approval

Proceed

4. You will be logged in and taken to the Research Ethics Committees (REC) page.
Click on “Submit New Protocol”:



L C O o MRS GO

6*@- RESEARCH ETHICS COMMITTEES

Approval to conduct Research in Uganda
UNCST

Dashboard
Chck here 1o Apply for a Permit
1o Conduct Research in
Uganda fiom UNCST
Submitrad Protocols Panding Submissian Schaduled for Haview Approved Prosocoks
- 0 - 0 0 0
My Haled :1.‘.._-\||p.-.-°
B o
My Closeout Reports ) TN y— Status
All v
ky Renewals 0 m
My Protocols
My Amendmenls o Y
My Safety and Oiher
¥ Protocol Title T REC Last Update
Notifications o . we' CIF@
P hete G

5. Fill in the protocol Information from the Dashboard, then click “Save and
Next”:

Dashboard

Protocol Details || Study Description || Study Population || Dudget  Study Work Plan || Attached Files || Payments

Does the study invalve Human participants? (All research invelving Human participants REQUIRES REC approval, else you will be re-directad
to acquire 3 UNCST approval)

‘ Save and Naxt ’

——————

* Yes No

6. After filling in the required fields, the Protocol Information tab turns green,
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indicating completion of that section of the Dashboard.

Dashboard

Pratacol Details | Study Description  Study Population | Registry  Dudget | Study Work Plan | Attached Files

Protocal Title Author o m

Test Drug

Pratocal Summary

Characters limit 20 words

7. The percentage in Red, Shows your overall progress.

Dashboard

m Protocal Details | Study Description  Study Population | Registry  Dudget | Study Work Plan | | Attached Files
| | |
Paymeants

Protacal Title Author sdated Al [ 5% |
Test Drug

Protocol Summary

Characters limit: 250 words

8. After all the Information has been filled with all the necessary documents
attached, your overall progress will be at 100%, and the “Make Final Submission”
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button will pop up under your overall progress. Click on it to make your
submission. Please note that you will not be able to edit after this point.

Dashboard

Protocol Information Protowol Details Stwdy Decriplion Study Population m Altached Files

protocal Title wthor | © o ]
Test Drug _ Updated At
' 02002 16 C In.lak.e Final Smmission
Type of Payment: Aliach Proof of Payment.
~ash D t Proof of Payment ... Delete
ash Deposi w

Choose File | No file chosen

NOTE: Undergraduste students may attach proof of payment of research fees to the University,

9. After making your final submission, you will be able to view or print your submission,
or view the comments made by the Reviewer.

Dashboard
Chek hese o Apply for a Pesmil
10 Conduct Research In
Uganda from UNCST
Submitted Protocols Pending Submission Scheduled for Review Approved Protocols

My Protocots | 1 . [ 1 . I 0 0 0

My Hanea studies ( )

My Revisions o Subirwl New Prosocol

My Closeout Reports o Find prolocols: Status

Al v St
@

My Protocols
My Amendments o y

My Safety and Other

notmcations ()

UNCST.70.5.2020 TestDrug )  Test UNCST Roscarch Ethics 2020.02.18
My SAEs o Test Tert - Test Commirtes

nec.
My Devialians o

Vaiting for
10:01:48 Committea

2.2 REVISION/UPDATING A SUBMISSION



This section indicates how to provide revisions to a protocol that been
deemed by the REC Admin to be incomplete or does not meet minimum
requirements.

Of a submission.

10. If your protocol is rejected by the REC admin, A button labeled “Update Submission”
will appear and you will need to update your submission and resubmit your protocol.

-

NXT Tool m lest UNCS T Research Ethics Committoe JR0-U207 16:27:07  completeness check

11. Update the necessary requirements and click “Resubmit” when done.

[ e
“ Protocol Title Authar |_T
NXT Tool . Updated At
Add Team Members -
Deng Luka - Principsd Invesligalor, chick to review .

Add Colsborating Instilulions * = Yes  No

m SIS . — _

Chooee Fike  Nu Ble chosen ikt Rarwea

Llk Rapids H“’ Delete

12. After resubmission, you will be redirected back to the protocols menu and you can
view or print your protocol as it gets reviewed again.
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Protocol Title | Type REC Last Update Status

NXT Tool fest UNCS| Remarch Ethics Committes 20200220 15:54:%9  Waiting for Committee

Lerg Luba -

13. If your protocol gets approved, protocol status changes and a signed REC Approval
Letter will be available for download, as shown below.

My Protocols

Protocol

& Title Type REC Last Update

UNCST.70.E5.2020 TestDrug [EWMWERMY  Test UNCST Research Ethics 2020-02-18 Approved, pending UNC
Teal Tort - Toont Committec 10:01:48 approval m

- Download REC Approval
~ e

Appily Ter Amma tesents

2.3 MAKING AMENDMENTS

14. You'll be able to “Apply for Amendments” as well, if necessary, using the red button at
the bottom.

My Protocols

Protocol
& Title Type REC Last Update Status Actions

UNCST.70.E5.2020 TestDrug |[TRWERMY  Teut UNCST Research Ethics  2020-02-18 Approved, pending UNCST

Tl Tk - Tont Committec 10:01:48 approval
— Download REC Approval —
» Letter —_—

‘ Apply ler Ammaitdeseniy
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15. After clicking on “Apply for Amendments”, you will be redirected to fill in the changes
to be made and attach the necessary documents highlighted in red.

Plaase allach

Proposal with Tracked ChangaesClaan CopyCover lellarFroofl of Paymenl

Changes ta Consent FOrm. AN changes requicd?
No
Vag

Changes to data collection 100t Are changes regquired?:
No
ves

Changes to protocol Are changes required?:
No
Vg

Are they changes 1o study districts? Please highight diStncts ©
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16. Fill in all the information and click on the “Save” button to save your inputs, or “Make
Final Submission” button to submit your amendments.

Are they changes (o Sludy dssliics? Please highhgh! distics

Description of proposed changes

Reason for Amendment/Modification:

m Make Final Submssion

17. After submission, you will be redirected to the “My Amendments” Section.

13



Dashboard
CHck here 1o Apply Tor a Permit

o Conduc! Resesich in

Uganada from UNCST Find Ammendmnels

Status

My Prolocos o Al v

My Protocols
My Halled Stedics . v

wnevmo

Project Title Status

My Clageout Repcmo TestDrug

Submitted
Type Languape Version
My Rentwals
o Paymenl Erglish & 201%-0%-28
s Erslizh :

018 12 08
My Sately and Clher Clean( opy Erslish 9 20M8-05-15
Nedifications o

Irachaglnanpes English 9 2018-03-12
my saes ()

1y Deviations P _
2.4 MAKING A CLOSEOUT REPORT

18. To make a Closeout Report, click on “My Closeout Reports”, then
“Click to submit Closeout Reports”
Dashboard

ChCk here o Apply for a Permit
1o Conduct Research in
Uganda fiom UNCST o Click o subemit Closeout Repors. )

My Pmnmtsn Find Closeout Reports Status

My Halled Siudies . Al v

My Closcout Reports

My Revisions o

Mw o Rem : m

Iy Renewals o

My amenumcnlsa

19. Then click on “Click to add New Attachment”
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Dashboard

K here 10 Apply for a Permit

to Conduct Research in -
Ligganiks froem UNCST Apply for Close Out Raport
My o Author 0
Prétoca Thie Updated At
My Halled Studies .
My Revsions () @ Ciex 10k New Altachment )
My Cioseout Reports () Protocol

My nmeualso

Note that a Closeout Report can only be submitted if you have a
project nearing the end. Therefore, if you do not have one, the following

message will be displayed.

20.

Dashhoard
CICK here 10 Apply for a Permit
10 Conduct Research in
oo m
1ay Protocoss ()
y Hatea sues @) Select Pratocol you are submating 1o *
my Rewvisions () Ymdommuwwmnutth
mcmeoumepnmo
File (PDF) *
Myﬂmaso FoR)
Choose File | No file chosan
wmmm—nxo

2.5 SUBMITTING RENEWALS

To submit a Renewal, click on “My Renewals” and then, “Click to

21.
Submit Renewals”.
Dashboard
CRCk here to Apply for a Permit
10 Conduct Research in
Ligesruta from LUNCST
my Protocos () Find Renewsls Status
My Hatiea Susies (@) L
My Renewals

My Revisions o
My Cioseout Reports o Projeet Title Enrolled Mo | Sample size Submission Date Status ﬂ

15



22. Fill in all the information required on the red tabs.

Dashboard »Annual Renual

@nfammm Status of Participants & Specimens | Literature & Challanges || Status of Future Plans/ Activities @

Select Protocol you are submitting to: *

Flease Seecl Paolocol

Brnef rabonale for the Study: ~

General Reseach Objeclive *

23. When you're done, click on “Save” and then “My Renewals”.

Dashboard

Cick here to Apply for a Permit
10 Conduct Research in

Uit froen LINCST m Status of Participants & Specimens Literature & Challanges Fulure Plans/ Activities ‘ Payment
1y Protocois (§])

My Hallad Studies o
My Hevisions o
My Cioseout Reports () Type of Paymen: Atach Proof of Payment: -
WATE: Teanafes ' Choose File No file chesen

My Amendments o

My Safety and Other Save
Notifications o

Dear Test Test, details have been submitted, proceed to continue
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24. Your renewal will be added, and you can View, or edit it.

Cick here 1o Apply for a Permit Dash rd
10 Conduct Research in

Ut from UNGST Click o subinil Renswals

hay Prowcoso Find Renewals Status

My Hatiea swdies (@)

My Renewols
My Revisions o

S o Mm e SIS wh == -
m TestDrug 20402/ 2020 10:45:50 Pendging

+ Veew Subesssion

My Amendments o

2.6 SUBMITTING SAFETY AND NOTIFICATIONS

25. To submit Safety and notifications, click on “My Safety and other
Notifications”, then “Click to Submit Notifications”.

_ Dashboard
Chok here o Apply Tor a Pesmil —
1o Conduct Research in
Uganda from UNCST { Click to submit Notiications )
S —
My lmmn Find Nolilications Status
My Halted Studies o
Salety and Other Notifications
My Revh-lunso
B Rewuo m
My nenewarso
?ﬁ" Nnenﬂmemso @ Uganda Nalional Cound e Sdenos and Technology - UNCST, 2020

My Safety and Other

Notmcations 0

my saes @l
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26. Click “Click to add New Attachment”

Dashboard
Apply for Notifications

Author o)
Protocal Title i Ths  Updated At

{ Cliex 10 300 New Anachment ’

27. Select your protocol and upload the file. Then scroll down and click
“Save”.
Dashboard
New Attachment

Selact Protocal you are submitting 1o *

Tes! D v ‘

Flie (PDF) * Choose Fée | No tile chosen

28. Click “Save” to save it or “Make final Submission” to submit it.

18



Dashboard
CACk here to Apply for a Permit

1o Conduct Research in

Lbgsaneia froe LINCST [ Apply for Notifications

W : o Author o

Protocal Title T

Updated At
My Hatiea sudies () '
e o Changes have saved
My Closeout Reports
o Click to add New Attachment
Renewals

My o Protecol Attachment
My Amcad o Test Drug Click ta viaw
My Safety and Giher

Notmcations ()

2.7 APPLYING FOR SAES
29. To submit SAEs, click on “My SAEs”, then “Click to submit SAEs”
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Dashboard

‘ Click o sulwnit SACS ’

My Halled Studies o
My Recvisions o
My Closeout Reports o My Protocols
My Renswals o- - —— —
My Amendmenis o
N:':lﬁ‘:::;‘r:i gmrm © Uganda National Counc for Sdence and Technology - UNCST, 2020 All rights reserved

30. Fill in all the necessary information and click “Submit”

Describ2 the comective action ungertaken

Characters limic: 250 words

Attach Evitence of corrective action (POF only) *

| Choose Fike | No file chosen

31. A “Make Final Submission” button will then appear. Click on it to
Submit.

Charactars limir: 250 words

Allach Evidence of coneclive acton (PDF onky) *
| Choose File | No like chosen
Chck to view

= e
[ suw | @ Vo ronl submission )

2.8 SUBMITTING DEVIATIONS

32. To submit Deviations, click “My Deviations”, then “Click to submit
20



Deviations”

Dashboard
CECk here 10 Apply for a Permit
1 Condu! Reseanch in ]
R —— Chck to subimet Deviahions
My pfﬁmﬁﬁo Find Deviatons:
My Halled Studies o
My Protocols

My Revisions o

My Closeout Reports () Project Title Deseription of deviation  Raet cause of deviatian
My Renewals o

My Amenaments o

12 Liganda Mational Councd for Sdanca and

achnoingy - UNCST, 2020 All rights rasarvad

My Salely and Clhes

Notificalions o

My SAEs

33. Fill in the necessary information and then click “Submit Details”

Characters limit: 250 words

5. Measuras 10 mibgate viclation

=

34. A “Make Final Submission” Button will appear. Click on it to make
submission.

Measures (one per row)

Add More |

5. Measures to mitigate violation
Measures (one per row)

Add Morz

QWERTYLI Delete

=T
( Maka Minal Submission )
~—  —

Submit Cetals
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2.9 APPLYING FOR A PERMIT TO CONDUCT RESEARCH IN UGANDA

35. To apply for a Permit, click on the orange button at the top left corner.

Dashboard
Chck here o Apply for a Permit
( 1o Conduct Research in
Liggania froen LINCST
Submitrad Protocols Panding Submisskon Schaduled tor Raview

My Protocols 1 . - 1 . - 0 . i 0

My Halled Studies o

My Revisions o Submmt Now IProfocol

My Cioseout Reports o Find profocols Status
All

1y Renewals o

My Protocols
My Amendiments o Y

My Safety and Othes
Notifications o

36. You will be asked to login to UNCST Research Management System, (Use the same
Log in information) and You will be redirected to the Research page.

-

Dashboard
Chck here to Apply for a Permit
1o Conduct Research in
Liganda from UNCST ’ Apply for a Permit to Conduct Research in Uganda from UNCST, Login here l
Jzername °
F:Z{-T_.':I e Password *

My Cioseout Reports {J)

"y Remal!»n © Uganda National Councl Tor Soenos and Fed h|||'||||"'r -UNCST, 2020 AN -i']IlI"< (Al H
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37. The side bar labeled “Status” Shows your information progress. All the “Pending”
processes should be filled to complete your application. However, the processes
visible on the screen are your user information. Click on “Update Submission” at the
bottom left.

UGANDA NATIONAL COUNCIL FOR SCIENCE AND TECHNOLOGY - UNCST

tion for permission to condu researcr Jgandad

UNCST

Welcome Test Test Status
Natiorality Uganda

el 0712345678

Email 1es236004égmai com

Qrgarisslion of aMilation.
Orgaresation amail
Qe Apply f=r RCC Approesl
D Tast
-
Widcome 10 Uganda Nalosa Cowned for Soience and Todwology aepl caboe fon permes seon o condwe! rescanch n Uganda
Flaanm maen murm thal el prooeosss marksc “pecding” am (s n ordes In compees o sppbcabon Afler compr st sl fae
requnes Teids papse make 2 inal submiesion of your 2pphcbon oy clclarg make tnal submssion 3 he fog =gt ard comer.

My Submissions

lest Urug

@ Lt

38. Additional processes will pop up on the “Status” bar. Click on the icon headed “Edit”

Main features of the research project ——

Preject Title Research Type Spansar Duraton Edit Delete
|

el Drug Degres nard esll
Rad Mo

PAndng

ABEOEAL

N
w



39. Then fill in all the necessary information...

Research project details, edit record

=] Test Drug Degree tward Testl 1 Menth b b |
RedMo: HSS570LS

Research project

Research details e project Lilthe, chjective, methodclogy

Tithe of the research project: Test Drug

Obyectives of the research project: * Type your objectives here...

Select from list v

Brief curine of research methadelogy™ Type your research methodology here,,.

40. Click “Update Details” when you're done.

Distract Country Municoakty Sub County/ Pansh Duration
Tosn Counul [Months)

Hurme

User account detks

Fassword & Fholo

Perconal datals

Fducatior backgreund

Employmant

Recsarch delal:

Rewaich eapenence

Research atlachments

Ezhmatcd cost

Co-imesaganrs detads

Pouse oot v] | | | | | [eafiom]

Cesaription of study population (Age group, -

350, trbe ek Type your cdescription here,.. |
Sponsor (s): * ['resu ‘
Sample Size * ls ‘
Tatal study durabon in manths: = 1 Meath .
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41. "Research Details” from the status bar will turn green. Click on “Research experience”,
and then “Click to Add Publication”

Status

Publication ednt Delets

Research experience

i Apply for REC Ager owal
wience with kst of publcabons, of any : (st no more than 10 publicstsons] stert weth the current

42. A window will pop up asking if there has been any research experience. Click “Save
Details” after making your choice.

Publication
® Mo Research Experiance

Resaarch Experlance

43. After filling in all the necessary information, a “Make final submission” Button will pop
up under the “Apply for REC approval” Button on the right.
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Status

Apply for RCC Apgproval

CHAPTER 3

3.1 CONCLUSION

Protocol Submissions are divided into sub sections and reviewed
accordingly. Depending on the information provided in the submission, your
protocol can be approved, rejected, or approved on a condition that a
certain aspect of your protocol has to be changed.

Application for a permit to conduct research in Uganda is made granted by
the Uganda National Council for Science and Technology (UNCST). Only
when your submission has been approved can a permit be granted and only
then can you be able to conduct research in the area(s) stated in your
application.
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