[bookmark: _GoBack]Faculty of Health Sciences Research, University of Pretoria Ethics Committee’s requirements for consideration of protocols 2017  [Step 1, 2 & 3]
STEP  [1]
Before submission
First Applications and submissions:
All Post-Graduate or Undergraduate students of the Faculty of Health Sciences:  It is extremely Important & Necessary before submission to the Ethics Committee, you should as a rule have obtained written approval from a:
 ①Departmental Committee or     ②Scientific or        ③Academic Advisory Committee 
[e.g.: MMed- Committee, PhD-Committee, MSc-Committee, MPH Committee approval, MCur-Scientific Committee]











For the First Time Submission on the RIMS, you must get a Username and Password a few days before submission deadline







RIMS is online again from June: https://rims.up.ac.za [use Chrome or Internet Explorer]
To get a Password and Username, send an E-mail to Mrs. Carika Swart at fhsethics@up.ac.za                                                                               
Full names	:					               
Surname		:		
Mr/Mrs/Miss/Dr/Prof:
Gender		:			
UP Card number	:			
Department	:				
Current E-mail address	:			
Cell number	:					
ID no:[IF YOU ARE EXTERNAL – NOT AFFILIATED TO THE University of Pretoria]	
Name of external 
Institution		:
To access the Tswellopele Building at door 2-64 [next to the Canteen] and door 4-57 you need to ask to get access from Elmarie.DeBeer@up.ac.za with your UP Card.  Reason: To hand in Research documentation for the next Ethics Committee Meeting. 


Step[2]
Go to the U.P.  Faculty of Health Science .Web Address
www.up.ac.za/healthethics
 [ Ctrl +  Click on this web address  ]
To download all the relevant documents for the Ethics Committee -  follow the green arrows

Step[3]
To do the Electronic Application go onto the RIMS Web Address
https://rims.up.ac.za 
[   Ctrl +    Click on this web address    ]
[Use Chrome or Internet Explorer]
To log in & fill in the Electronic Application & upload all the relevant documents on the Electronic Application for submission to Ethics Committee on the RIMS SYSTEM - follow the red arrows


Finally, please submit 1 hard copy of all new application-documents [new Studies/Amendments/SAEs/PR/Administrative] uploaded electronically on the RIMS system to the Ms. Manda Smith at Faculty of Health Sciences Research Ethics Committee, Tswelopele Building, level 4 room 59 [opposite the BMW building] as soon as possible after electronic submission to enable her to put it on the next agenda. 
No E-Mail will be accepted.


Investigators/Students/Supervisors/study coordinators are requested to strictly adhere to the deadline dates of handing in and uploading a submission on RIMS, as no “late-submitting” will be considered.

All “response to recommendation” must be submitted electronically on the RIMS site and 1 hard copy to be handed in at Mrs Deepeka Behari.  No E-Mail will be accepted.























Administrator:  Faculty of Health Sciences Research Ethics Committee
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www.up.ac.za/healthethics
https://rims.up.ac.za 

Administrator:  Faculty of Health Sciences Research Ethics Committee
Manda Smith

Web Address: 		www.up.ac.za/healthethics   and   https://rims.up.ac.za
	Name
	Title
	Tel
	Room
	Building
	Dept/Division
	E-mail
	Fax 

	Manda Smith
	Mrs
	012-356 3085
	4-59
	Tswelopele Bld
	Faculty of  Health Research. Ethics Committee
	manda.smith@up.ac.za

	None



PHYSICAL: 		Tswelopele Building, opposite the BMW Building, on level 4, room 4-59. 					Northern direction in Beatrix Str, turn left at Annie Botha Road into 					Dr Savage Road, [ C/O Dr Savage Road & Baphelo Street ] At the first 					traffic light, turn left (L) to go at the University parking [boom gate] and 					park in the allocated parking area. 
To access the Tswellopele Building at door 2-64 [next to the Canteen] and door 4-57 you need to ask to get access from Elmarie.DeBeer@up.ac.za with your UP Card. Reason: To hand in Research documentation for the next Ethics Committee Meeting.
Updated 02/10/2017
Calendar 2018

	Month
	Submission deadline
	Prelim Com. Meeting
	Full Committee Meeting

	January
	5 Jan
	17 Jan
	31 Jan

	February
	2 Feb
	14 Feb
	28 Feb

	March
	1 Mar
	14 Mar
	28 Mar

	April
	26 Mar
	11 Apr
	25 Apr

	May
	2 May
	16 May
	30 May

	June
	31 May
	13 Jun
	27 Jun

	July
	29 Jun
	11 Jul
	25 Jul

	August
	31 Jul
	15 Aug
	29 Aug

	September
	31 Aug
	12 Sept
	26 Sept

	October
	27 Sept
	10 Oct
	24 Oct

	November
	25 Oct
	7 Nov
	21 Nov




Investigators  /  Study Coordinators / Students   /   Supervisors 
are requested to strictly adhere to the deadline dates 
of handing in and uploading a submission on RIMS, 
as no “late-submitting” will be considered.  
updated 01/11/2017 RS
You are requested to strictly adhere to the deadline dates
[image: ]


[image: ]RIMS – HELP DESK
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All Post-Graduate or Undergraduate students of the Faculty of Health Sciences:
It is Extremely Important & Necessary befóre submission to the Ethics Committee,
you shòúd as a rule have obtained written approval from a
①Departmental Committee or ②Scientific or ③Academic Advisory Committee
[MMed- Committee, PhD-Committee, MSc-Committee, MPH Committee approval, MCur-Scientific Committee]
To access the Tswellopele Building at door 2-64 [next to the Canteen] and door 4-57 you need to ask to get access from Elmarie.DeBeer@up.ac.za with your UP Card. Reason: To hand in Research documentation for the next Ethics Committee Meeting. 








All Post-Graduate or Undergraduate students of the Faculty of Health Sciences:
It is extremely Important & Necessary befóre submission to the Ethics Committee,
You shòúd as a rule have obtained
written approval from a
①Departmental Committee or 
②Scientific or 
③Academic Advisory Committee
[e.g: MMed- Committee, PhD-Committee, MSc-Committee, MPH Committee approval]



Step[2]
U.P.  FHS.Web Address1

www.up.ac.za/healthethics
To download all the relevant documents for the Ethics committee 

Click on – Research Ethics Committee
[image: ]2


Click on – First Application & Submission
[image: ]3



Click on – Which document
[image: ]4
5 Choose here



Click on – Templates available
[image: ]6


Click on – Templates to choose from
[image: ]7. This documents must be downloaded to your computer

- Chairperson : 			Prof CW van Staden. 
- Deputy Chairperson: 		Prof T Rossouw / Prof A Nienaber / Dr R Sommers.
- Office Administrators: 		Mrs D Behari / Mrs M Smith.
Telephone: 				012 356 3085
E-Mail:				Deepeka.Behari@up.ac.za & manda.smith@.up.ac.za 
Building:				Tswelopele Building
Level:				4nd  Floor
Room:				4-59
Please        
Submit [1] hard copy [with flags/tags]        
Of all documents uploaded electronically to Ms. Manda Smith at the Faculty of Health Sciences Research Ethics Committee office, Tswelopele building, Room 4-59 
As soon as possible after electronic submission on RIMS.   
Only then Manda can allocate your study to the next Agenda.
To access the Tswellopele Building at door 2-64 [next to the Canteen] and door 4-57 you need to ask to get access from Elmarie.DeBeer@up.ac.za with your UP Card. Reason: To hand in Research documentation for the next Ethics Committee Meeting.








All Post-Graduate or Undergraduate students of the Faculty of Health Sciences:
It is Extremely Important & Necessary befóre submission to the Ethics Committee,
you shòúd as a rule have obtained
written approval from a
①Departmental Committee or 
②Scientific or 
③Academic Advisory Committee
[MMed- Committee, PhD-Committee, MSc-Committee, MPH Committee approval, MCur-Scientific Committee]



Step [3]
Please follow the numbers 1 to  14
To do the Electronic Application go onto the RIMS Web Address
https://rims.up.ac.za 
[   Ctrl +    Click on this web address    ]
[Use Chrome or Internet Explorer]
To log in & fill in the Electronic Application & upload all the relevant documents on the Electronic Application for submission to Ethics Committee on the RIMS SYSTEM - follow the red arrows
[image: ]
[image: ]
[image: ]
The PI [Principal investigator] must be selected here.  The PI is the person/student who’s project it is and who is mainly responsible for this protocol
Very Important:  the name of the person’s profile that is being used to create the application will automatically appear here, If you are filling in the application on behalf of a student who is the PI, then you must delete ALL of the text in the edit box so that your name no longer appears. You must then type in the PI’s Surname followed by a comma and a space and then the FIRST Name and select that person for the list. Then click on “Continue”
Click on “Continue”
Copy and Paste your Title in here
Click on “Continue”
Click on “Continue”
Click on “Create New Protocol”

[image: ]Write down the Temp2017- Number
Click on “Initial Application”
Click on the blue link to open the Ethics Clearance Application E-Form

Click on “Add”
Click on the blue link to select the Ethics Clearance Application E-Form

 Tick “Add”
Click on “Add”


Read through the E-Form carefully, answer all of the questions and click on the “Save” icon after completing each section 


[image: ]
Click on the drop down arrow and select from the list that drops down

[image: ]If No – type in “None”

4
3

CEO
IC+Q
Protocol
5

 [image: C:\Users\User\AppData\Local\Temp\SNAGHTML765552.PNG]All documents must be uploaded here.  
ICONS Explained:  The yellow plus icon’s function is to open up a new line in the 
 E-Form in which documents can be uploaded 
5


 



[image: ]Click on “Submit” 
· You will now notice that your whole application is completed, all that is left to do is to SUBMIT your application. 
· Click “SUBMIT” to do so.  The steps that you have to take after clicking on SUBMIT is EXTREMELY IMPORTANT as it will determine when your application ends up going on the AGENDA for review
· Hand in one Hard Copy to the Ethics Office A.S.A.P. Tswelepele Building, Room 4-59
After completion of Section 1 to 5 you need to go back to Question 1 and tick the “Complete” button      



3. Click







All Post-Graduate or Undergraduate students of the Faculty of Health Sciences:
It is Extremely Important & Necessary befóre submission to the Ethics Committee,
you shòúd as a rule have obtained
Written approval from a
①Departmental Committee or 
②Scientific or 
③Academic Advisory Committee
MMed- Committee, PhD-Committee, MSc-Committee, MPH Committee approval, MCur-Scientific Committee 
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R TR TS + National Health Research Exhics Councilof the South African Department of Health. REC-120208-018
+ Office of Human Research Protection of the USA Department of Health & Human Services’

+ Federalwide Assurance FWA 00002567, Approved dd 22 May 2002 and Expires 20 Oct 2016,

+ IRB 0000 2235 I0RGO001762 Approved dd 22/04/2014 and Expires 22/04/2017.

M+

Subsequent submissions.
Relations to other Committees.

Standard Operating Procedures
Itis a legal imperative that all health research must be reviewed by the Research Ethics Committee in terms of the

Reference Documents on Research Ethics
National Health Act as wel as the policy (Rt 42/99) of the University of Pretoria

‘The National Health Act (Act 61 of 2003) states in section 73(2)
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SECTION 3:

As a Student you must include your Supervisor Details i this section:

INTERNAL RESEARCHER DETAILS Ll
Datails: “protocol Role: v -Principal Investigator (if not yat previously submitted to the Ressarch Ethics Committas)

‘Smith, Manda M Principal Investigator/Student | ] & @

FullName _Smith, Manda M
Email  manda.smith@up.scza

Phone 0123541367

Employer 1d UP_04413776.
Department Internal Medicine
Address 1

Address 2

Sommers, R.
FullName Sommers, .
Email  rita.sommers@up.acza
Phone 0824150176
Employer 1d UP_03016953.
Department Internal Medicine
Address 1

Address 2

EXTERNAL CO-RESEARCHER AND SUPERVISOR DETAILS

STUDY PARTICIPANTS
4.1 Will there be human beings involved in this study?[] ves One

*Will any old or new human tissue and/or blood specimens and/or bodily products be used2[] ves (o

4.2 Will this study involve minors (under 18 years)?[] ves Ono.
SECTION 5
#5.1 Is this Research Funded?(] ves O ne

“Sponsor Name:

[B. Undergraduate Studies

Depending on your research, please Upload the applicable forms to your application. If ths is unclear please refer

to the REC Wabsite for Guidelines and for templates, please go to:uwwhealthathics-up.co.za

ProTocoL
“Uplond protocel Hereids
[CONSENT DOCUMENTS
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SECTION 5:
=5.1Is this Research Funded?(] ves O no IF ITIS NO.

=Sponsor Name:

NONE

A. Postgraduate Studies

Depending on your research, please Upload the applicable forms to your application. If this is unclear please refer

to the REC Website for Guidelines and for templates, please go to:www.healthethics-up.co.za

PROTOCOL / NEW STUDY

~Upload Protocol Heregty

[CONSENT DOCUMENTS  /ASSENT / PARENTAL CONSENT / INFORMED CONSENT AND QUESTIONNAIRE

)

Upload Participant’s Information Consent Documents (include Assent) (if applicable).

QUESTIONNAIRES/INTERVIEW SCHEDULES AND/OR DATA CAPTURE SHEET

Upload Questionnaires/interview schedules and/or data capture sheet (i applicable).

Upload written permission letters eg: from the CEO of the hospital or

PERMISSION LETTERS ) @ o
stitution to do Research and access Records/Files and Data (if applicable).

[APPROVAL LETTERS

Upload Letter of approval by Scientific or Academic Advisory Committee (eg.MMed-, PhD-, MSc-Committee., etc) (if applicable). | very important for submission

[STATISTICAL SUPPORT LETTER
Upload Statistical support letter (if applicable).

DECLARATION OF STORAGE

Upload Dedlaration of Storage by Principal Investigator (this form can be signed by either the Principal Investigator or the Supervisor) (if applicable).c

DECLARATION OF HELSINKI
~Upload Dedlaration of Helsinki for Principal Investigator(s) (Submit only the signed first page).c&

OTHER DOCUMENTS
Upload Other Documents (if applicable).
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