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1. Introduction 

This user guide is to provide guidance for Applicant to use the new CRER Portal. In the coming chapters, we will go 

through the functions from the “initial review stage” and “continuous oversight stage” processes. 
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2. System Prerequisite 

Important! Please ensure you have read and followed the “HA CRER Portal Client Machine Configuration 

Instruction manual” to install or configure the system components before you start to use the new CRER Portal.  

 

Please type the URL ( https://harec.ha.org.hk/Portal ) in the address bar of Microsoft Internet Explorer to go to the 

login page of the portal. 

 

 

Login page of HACRER Portal 

 

  

https://harec.ha.org.hk/Portal
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3. Preparation Stage 

 

3.1. Sign Up User Account for Applicant 

Applicant users are required to create an applicant account on the new Hospital Authority Clinical Research Ethics 

Review Portal (HACRER Portal) before they can submit an application for a research. 

 

3.1.1. New Applicant (Employee / Appointee of Hospital Authority, using an authorized email 

account) 

 

Click the [Sign Up] button: 
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A sign up form will appear. 

 

Sign up page of system authorized email 

 

 

Please follow the below steps to register an account on the portal. 

1. Fill in the required information: 

 Email address 

Note: System is able to recognize whether your input email address is authorized or not. Currently, all 

email addresses ending with the following domains are authorized as of writing: 

 ha.org.hk 

 hku.hk 

 hkucc.hku.hk  

 pathology.hku.hk 

 cuhk.edu.hk 

 

 Basic Personal Information 

 Job Title 

 First Name & Last Name 

 Institution 

 Contact Number 

  



Page 8 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

2. Click the [Submit] button. 

 

 

3. Wait until this highlighted message is shown: 
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4. You will receive an auto-generated email after registration. Please do the following: 

 Check if your account information is correct 

 Click the hyperlink “here” to activate your account (a MUST; you will not be able to log in without 

activation) 

 

 

Confirmation email after registration 

 

5. After clicking the activation link, you will be directed to the following page if account activation is 

successful. 

6. You have now completed the account registration. Click the “here” link to go to the login page. 

 

Page showing successful activation 
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3.1.2. New Applicant (Employee / Appointee of Hospital Authority, using an unauthorized email 

account) 

 

If you do not have a “System Authorized Email Account”, you can still register a portal account through the 

portal. Please click the [Sign Up] button and a sign up form will appear. 

 

1. Fill in the required information: 

 Email address 

 

 Basic Personal Information 

 Job Title 

 First Name & Last Name 

 Institution 

 Contact Number 

 

 Cluster 

Choose the cluster that you belong to. 

 

 Justification 

The justification will be sent to your cluster secretary for approval. 

 

Sign up page of non-system authorized email 
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2. Click the [Submit] button 

 

 

3. Wait until the highlighted message is shown: 
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4. You will receive an auto-generated email sending to the e-mail address you have entered as the first 

notification of account application. 

 

But still you have to wait for the cluster secretary to approve your registration before you can login to the 

portal. 

 

 

 

5. You will receive an auto-generated e-mail once the secretary approves the account registration 

request. Please do the following: 

 Check if your account information in the email is correct 

 Click the hyperlink “here” to activate your account (a MUST; you will not be able to log in without 

activation) 
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6. After clicking the activation link, you will be directed to the following page if account activation is 

successful. 

7. You have now completed the account registration. Click the “here” link to go to the login page. 
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3.2. Resend Account Activation 

If you cannot receive the account activation email, you can click “Resend Account Activation” on the login page of 

the portal. 

 

 

It should bring you to the resend account activation page. Type the email you registered your account with and click 

[Send]. You should receive another auto-generated email that contains a new activation link. 
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3.3. Login 

Now you can log into the system if your account registration is completed successfully. 

If you have forgotten your password, please refer to section 7.2 Forgot Password Handling. 

 

Please follow below steps: 

1. Enter the email address you registered your account with and the password. 

2. Select the Role “Applicant”. 

3. Click the [Log In] button to proceed. 

 

 

Select your role 
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In the login page, there is an option “Remember my username”, which allows you to save your username in the 

login page.  
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You may see the following dialog if you create or open an application for the first time. If so, click "Continue" followed 

by "Yes" to proceed. 
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4. Introduction of Applicant's Home Page 

 

User name is shown at the top of welcome page 

  

Function Menu Description 

Home The welcome page 

Profile Profile page of the login user. Please refer to Section 7 Maintain User Profile for more information. 

Application Allows you to create an application and view past or ongoing applications. Please refer to Section 5 Manage 

an Application (Pre-Approval) for more information. 

Function Allows you to perform “Application search” and “Document Search”. Please refer to Section 8.2 Search 

of Application by Filter 

Help Useful tips and reminders about the portal. 

Logout Allows you to log out from the current user account. 

Role Allows you to swap your roles quickly. 

(Applicable only if you have both Applicant and Reviewer roles) 
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The HACRER Portal allows a single account to contain different roles. You can choose any assigned role before or 

after logging in and change the role at the top right corner of the portal.  

 

 

 

  



Page 20 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

5. Manage an Application (Pre-Approval) 

Overview of the Pre-Approval stage 

 

 

 

The submission of new applications involves two steps: 

1. Fill in a Member Form of the new application 

2. Fill in the detailed Application Form of the new application 
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5.1. Creation of New Application 

(Strongly recommend to strictly follow and read for your first application) 

 

Navigate to [Application] -> [New] to create a new application. An application Management Team Member Form 

should be opened. 
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5.1.1. Fill in Member Form 

Application Management Team Member Form allows you to assign roles to your team members for the new 

application. 
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Please follow the instructions below: 

 

1. Scientific Title 

Input the scientific title, which should be within 500 characters. 

 

 

2. Principal Investigator (PI) 

 Principal Investigator is a MANDATORY field; 

 Principal Investigator is the one responsible for the application. 

 In the “Email” column, input the login email address of the Principal Investigator.  

 

The “Name” and checkbox of “Existing Account” will be auto-filled by the system if he/she is 

recognized as an existing account.  

 

 On the contrary, the “Name” and checkbox of “Existing Account” will not be auto-filled by the system if 

he/she is not recognized as an existing account, which means your Principal Investigator does not 

have an account yet. Press “Click here” to sign up the account first. 
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3. Delegates  

 Please assign Delegates who will help manage and edit the application forms before research ethics 

approval. 

 Click the “Add New Row” button to add a new row. 

 

 In the “Email” column, input the login email address of the delegates.  

 

 The “Name” and checkbox of “Existing Account” will be auto-filled by the system if he/she is 

recognized as an existing account. 

 

 On the contrary, the “Name” and checkbox of “Existing Account” will not be auto-filled by the system if 

he/she is not recognized as an existing account, which means your delegate does not have an 

account yet. Press “Click here” to sign up the account first. 
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4. Application Follow Up Users 

 Please assign Follow-Up Users who will help manage and follow up the post-approval activities: 

- Upload Progress Report 

- Upload Final Report 

- Upload SAE Report 

- Upload SUSAR Report 

- Submit Protocol Deviation Form 

- Submit New/Renewed CTC 

- Submit New/Renewed CTI 

- Submit Amendment Application Form 

 

 Click the “Add New Row” button to add a new row. 

 

 In the “Email” column, input the login email address of the application follow up users. 

 

 The “Name” and checkbox of “Existing Account” will be auto-filled by the system if he/she is 

recognized as an existing account. 

 

 On the contrary, the “Name” and checkbox of “Existing Account” will not be auto-filled by the system if 

he/she is not recognized as an existing account, which means your follow up user does not have an 

account yet. Press “Click here” to sign up the account first. 
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5. Click the [Create] button to submit the Management Team Member Form: 
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6. You will get the following message dialog prompted. Click [Yes] to proceed. 
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7. Click [OK] in the promoted dialog. 
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5.1.2. Fill in Application Form 

After Management Team Member Form submission, you need to fill in the Application Form.  

 

1. Go to [Application] ->[Draft] 
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2. In the “Task” column, choose your application and click “Initial Application Approval” to open the 

Application Form. 

 

  

Click to open 
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3. In the toolbar, buttons are available for operation: 
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Below is the description of each button: 

Button Description 

Save Save your application. After clicking the “Save” button, the following dialog will be prompted. Click [Yes] if 

you confirm. 

 

After that the following dialog will be prompted to inform you the task is saved. 

 

 

Print The following console will be prompted. There are two buttons: 

 

“Save as PDF” is to save the application form as a PDF file. 

“Print” is to print your application form. You can choose to print all pages, the current page or a page range 

that you specify. 

 

 

Submit Submit your application form. For details, please refer to the section 5.1.3 Submit Initial Application Form 

Delete Delete your application. Click [Yes] to confirm in the following prompted dialog. 
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For details, please refer to the section 5.2.4 Delete Initial Application 

Close Close the application form. The following dialog will be prompted to ask you whether to save the existing 

data before closing. 
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4. The application form contains multiple pages. 

At the bottom, click the tabs to open the corresponding pages of the application form. 
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5. The application form requires you to input information. Below are some instructions: 

 

The mandatory fields are marked with an asterisk (*). 
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How to Add Row / Delete Row 

 In some fields, you may need to add or delete a row. 

 Click [Add New Row] to insert the information row; 

 

 

 Select the row by clicking it. After selection, it will be highlighted in blue. 

 

 

 To select multiple rows, hold the [Ctrl] key on the keyboard and click on the edges of your desired rows 

one by one. 

 

  

Click on the row to select it 

1. Press [Ctrl] Key on Keyboard 

2. Click on the edge of the desired row. 
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 To select consecutive rows, hold the [Shift] key on the keyboard. Click on the edge of the starting row 

and then the last row. 

 

 

 Click [Delete Selected Rows(s)] to remove the selected row(s). 

 

  

1. Press [Shift] Key on Keyboard 

2. Click on the edge of the start row 

3. Click on the edge of the last row 
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Enabled / Disabled Field 

 Disabled fields are dimmed: 

 

 

Radio Button 

 If you need to cancel the checked option, click on the checked option again: 
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Upload Document 

 Supporting documents can be attached in Part VI: 
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Below are some important notes when filling in each part: 

 

5.1.2.1. Instructions 

 The instruction page lists out the basic instructions of the application. 
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 Select your "Applying Cluster": 

 

 

 Tick the checkbox of “Acknowledge of the instruction” after fully understanding the instruction: 

 

 

 If necessary, press the [Download Investigator’s Conflict of Interest Declaration Form] to 

download the declaration form. Fill in the declaration form, scan it and then upload it in Part VI: 
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5.1.2.2. Part I 

 "Part I" is a page about the outline of your application. 
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 Other Investigators 

To add other investigators, click the [Add New Row] button. 

Scroll sideways as shown below to view more columns 
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Each of the filled “Other Investigators” requires the “Responsibility” information. Before adding a 

responsibility, input their “Email” first. 

 

 

Make sure the row is highlighted (appear in blue color). Then select the responsibility in the right 

panel to assign it to the highlighted investigator. 
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Click the  button to add the selected responsibilities. 

 

 

The responsibilities are then added: 
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To change the added responsibilities, re-select the responsibilities in the right panel then click the 

 button to apply the changes: 
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If you need to change the responsibility of other investigators, click the row to highlight it and then 

repeat the above steps. 

 

 

 

 

 

 

  

Click on the row to highlight it 
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5.1.2.3. Part II 

 "Part II" is about study details. 
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5.1.2.4. Part III 

 "Part III" is about study details. 
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5.1.2.5. Part IV 

 "Part IV" is about budget and use of resources. 
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5.1.2.6. Part V 

 The "Part V" is about declaration by investigator(s). 

 

 

 The “Scientific Title of Study” should be the same as that in Part I. Please check if they are the 

same. 
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5.1.2.7. Part VI 

 "Part VI" is about table of attachments. 

 

 

 The supporting documents can be attached here. 

Click the  button: 
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In the prompted dialog, click the  button. 

 

 

Select all the document(s) that you need to upload and then click “Open”. 

 

 

Click “OK”. 

 

 

The files will be added. 
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If you need to delete an added file, click the  button. 

 

 

Click [Yes] in the prompted dialog:  

 

 

The file will be deleted: 

 

 

Decide a print name of an attachment by entering it in the “Suggested Print Name” column. The 

suggested print name will be used to facilitate the system to automatically generate an approval letter 

where these suggested print names will be used later on in the application process. 
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5.1.2.8. Clinical Study Categorization Form 
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5.1.2.9. Application Log 

Application Log shows a summary of information extracted from your Research Ethics Review Application Form and 

your subsequent submissions for REC/IRB's review and approval. 

 

 

  



Page 57 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

5.1.2.10. Document Log 

Document Log shows a list of documents attached to the application. 
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5.1.2.11. Application Management Team Member Form 

Application Management Team Member Form shows the Scientific Title, Principal Investigator, Delegates and the 

Application Follow Up Users defined at the beginning of the application. 
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5.1.2.12. Comment Sheet 

Comment Sheet shows the comment history throughout the application. 
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5.1.2.13. Comment Box 

You can leave a comment to the secretary along with your application. 

 

1. Move the cursor to the "Comment Box": 

 

 

2. Provide your comments in the following area: 
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3. If you need to pin the comment box to the bottom, click the  button. 

 

The position of the comment box will then be fixed to the bottom of the screen. 

 

  



Page 62 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

4. If you need to collapse the comment box, click the  button again. 
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5.1.3. Submit Initial Application Form 

 

After you have filled in the application form, submit the application form to the secretary for confirmation: 

 

1. Click the [Submit] button 

2. Click the [Yes] button in the prompted dialog. 

 

 

  



Page 64 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

3. Click the [OK] button in the prompted dialog. 
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5.1.3.1. Submitted Initial Application 

In regard to your submission, you should receive an auto-generated e-mail that confirms your submission to 

Secretary. Secretary will then check the application form and supporting documents. If everything is fine, Secretary 

will “Confirm” your application. Otherwise, Secretary will “Return” it to you for amendment. 

 

You can keep track of the status of the application in the portal. Please follow the below steps: 

 

1. Find your submitted application in [Application] ->[Sent]; 
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2. The application record is indexed by "Submission Ref. No.", "Date", "Scientific Title", "PI", "PI Hospital" 

and "PI University" for easy reference. The status is "Submitted". 

 

 

3. Click on the "Initial Application Approval" to get back into your application form. Note that application with 

status "Submitted" is read-only. No modification to the application is allowed. 
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4. If you would like to make any changes to the form after submission, you may use “Request for Return”  

If you would like to change any particulars in the member form (for example, change the delegates and the 

application follow up users), you may use "Change of Delegation". 

These options can be found by clicking [More]. 

 

Refer to Section 5.2.1 Request of Return for Initial Application and 5.2.2 Change of Delegates for more 

information. 
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5.1.4. Returned Initial Application and Resubmit Initial Application 

You may receive an email notification sent by Secretary if an application is returned to you.  

Furthermore, the application form will be returned to you in the portal. This may occur when some information is 

missing. You will need to get back to the portal to check, amend and re-submit the application.  

 

Please do the following: 

1. Go to [Application] ->[Returned]; 
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2. Status of application should be “Returned” 

 

 

Note: if you find that status is “Approved with Comment” / “Pending for Comment”, please refer to the section 

5.1.8 “Returned Initial Application after Review”. 

 

3. The secretary may leave a comment. You can view the comment in "Comment Sheet": 
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4. Re-submit the application to Secretary after modification. 

 

 

The “Return and Resubmit” process may happen more than once until Secretary confirms the application. Please 

refer to Section 5.1.5 Confirmed Initial Application. 
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5.1.4.1. Resubmitted Application 

 

To view re-submitted application: 

 

1. Go to [Application] > [Sent] 
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2. The status is "Re-submitted". 
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5.1.5. Confirmed Initial Application 

You will receive a confirmation E-mail once Secretary has confirmed every necessary piece of information and when 

the documents of the application are ready. Once the application is confirmed by Secretary, the review process will 

be arranged by Secretary. 

 

To view a confirmed application: 

 

1. Go to [Application] > [Sent] 
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2. The status is "Confirmed". 
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5.1.6. For Review Initial Application 

After the application has been confirmed by the secretary, if the application has been passed to the reviewers for 

review, the application will be in “For Review” status: 

 

1. Go to [Application] > [Sent] 

 

  



Page 76 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

2. The status is "For Review": 
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5.1.7. Reviewed Initial Application 

After a reviewer has reviewed the application, the status will be changed to "Reviewed": 

 

1. Go to [Application] > [Sent] 
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2. The status is "Reviewed": 
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5.1.8. Returned Initial Application after Review 

After the review of an application by reviewers, Secretary will consolidate the reviews and mark whether the 

application is approved. 

 

If the application is not approved, secretary will return the application to the applicant. Depending on the decision 

marked by the secretary, the application may have one of the following statuses: 

 

 Approved with Comment 

 Pending for Comment 

 

To view the status: 

 

1. Go to [Application] > [Returned] 
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2. The status could be “Approved with Comment” or “Pending for Comment”: 

 

 

  



Page 81 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

3. You can open the application and go to the “Comment Sheet” to view the comment: 
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4. You may modify the application content and re-submit it to Secretary again by clicking the [Submit] button; 

you may withdraw the application by clicking the [Withdraw] button. 
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5.1.9. Approved Initial Application after Review 

Upon the approval of your application, you will receive a notification email. You can find the application and read the 

comments (if any) by following the below steps: 

 

1. Go to [Application] > [Approved] 
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2. You can now find that the application is attached with an “IRB / REC No” which is input by Secretary during 

the process of confirmation.  

You can search your application based on the “IRB / REC No” in [Function] -> [Application Search]. For 

further information, please refer to Section .8.2 Search of Application by Filter. 

 

 

 

You can find that there are some options under the column “Action(s)” > [More]. You can carry out some 

post-approval actions after your submission is approved. Please refer to Section 6 Manage an 

Application (Post-Approval). 
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5.2. Change of Initial application 

5.2.1. Request of Return for Initial Application 

HACRER Portal allows you to make a request to the secretary for returning an application. You can then modify the 

returned application and then re-submit it back to Secretary again. 

 

Application with the following statuses could be requested for a return: 

- Submitted 

- Re-submitted 

- Confirmed 

- For Review 

- Reviewed 
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Please follow the below steps to request for a return: 

1. Go to [Application] > [Sent]; 
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2. Click [More] of the application you are going to modify. 

3. Select “Request for Return”; a “Request for Return Form” should appear: 
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4. Input the reason for requesting the return of application; 

5. Click [Submit] to finish the request. 

 

 

 

Important! Please note that the status of the application will remain unchanged even when you have requested 

for a return, and will change to “Returned” only when Secretary has returned the application to you. 
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If you return request is accepted, you may receive an email notification about it. 

 

Follow the below steps to view and edit your application if Secretary has returned it to you: 

1. Go to [Application] > [Returned]; 

 

 

2. The status of returned applications should be “Returned”. Open the application and modify it. 

 

 

3. Click [Submit] after you have finished the modification. Your application is then re-submitted to the 

secretary for confirmation. 
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5.2.2. Change of Delegates 

If there is any change of “Delegates” in “Management Member Team Form”, you need to make a request to the 

secretary for a change of delegates. 

 

Note: In Pre-Approval, only Principal Investigator can use this function. 

 

1. Go to [Application] > [Sent]; 

2. Click [More] of the application you are going to modify; 

3. Select “Change of Delegation”. 
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4. The Application Management Team Member Form will be shown. 

Insert new members to the list of delegation / application follow up users. 

5. Click [Submit] to finish modification. 
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5.2.3. Withdraw Initial Application 

You can withdraw the application if it is in the following statuses: 

- Returned 

- Approved with Comment 

- Pending for Comment 

 

1. Go to [Application] > [Returned] 
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2. Open the application. 

 

 

3. Click the [Withdraw] button and click [Yes] in the prompted dialog. 
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4. Go to [Application] > [Withdrawn] 

 

 

5. The withdrawn application will be shown in the "Withdrawn" pool with the status "Withdrawn". 
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5.2.4. Delete Initial Application 

If the application is in the "Draft" status, it means it is not yet submitted to Secretary and you can still delete it. 

 

1. Click [Application] > [Draft]. 
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2. Open the drafted application that you want to delete. 
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3. Click the [Delete] button: 
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4. The following dialog will ask for your confirmation. Click [Yes] to proceed. 
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5. Click [OK] in the following prompted dialog: 
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6. The drafted application that you have deleted will be removed from the "Draft" pool. 
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7. Click [Application] > [Withdrawn] 
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8. The deleted application will be shown in the "Withdrawn" pool with the status "Deleted". 
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5.3. Clone to Draft 

Applicant can use the “Clone to Draft” function to copy an old application form data to a new one in order to speed 

up the data filling time. 

 

1. Search the application and open the application form 

2. Click [Clone to Draft] 
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3. The following dialog will be prompted. Click [OK] to proceed. 

 

 

 

4. Enter the "Pricipal Investigator", "Delegates" and "Application Follow Up Users". 
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5. Click the [Create] button. 
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6. You will be directed to the "Instructions" page. The following dialog reminds you to read the instruction form. 

Click the [OK] button to proceed. 
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7. After reading the instruction, click the [Create] button again. 
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8. You will be directed to the "Application Log" page. The following dialog informs you that the application log is 

cleared. Click the [OK] button to proceed. 
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9. Click the [Create] button again. 
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10. The following dialog is prompted to ask for your confirmation. Click [Yes] to proceed. 
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11. Click [OK] in the following prompted dialog. 
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12. Click [Application] > [Draft]. 
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13. You will find your cloned application. It is in the "Draft" status. You can open it, edit its content and then 

submit it. 
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14. Submit a draft application: 
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6. Manage an Application (Post-Approval) 

Overview of Post-Approval Activities 

 

 

 

You can perform some post-approval operations after your application has been approved. 
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6.1. Upload Report / Submit Post-Approval Activities 

After the “Initial Application Approval” is approved, Principal Investigator or Application Follow Up Users can upload 

and submit several kinds of documents in the Post-Approval stage, including: 

 Progress Report 

 Final Report 

 SAE Report 

 SUSAR Report 

 Protocol Deviation 

 Renewed CTC 

 Renewed CTI 

 

The procedures of submitting these reports are similar. Let’s take “Progress Report” as an example. 

Please follow the below steps: 

1. Go to [Application] ->[Approved]; 
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2. Click [More] of the application and select “Upload Progress Report”; 

 

 

3. Fill in the Research Progress Report Form (Some columns should be filled in already based on the approved 

application); 

 

4. Click the “Download Progress Report” button to download the template; or “Download New Information 

Report”; 

5. Fill in the downloaded report and upload the report by clicking button under “Upload Attachment”; 

 

6. Click [Submit] button to submit the progress report. Secretary will receive. 
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7. For each Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) that you have 

submitted to Secretary, you can find the record in [Application] > [Sent]: 
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6.1.1. Request for Return of Post-Approval Application 

For each Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) that you have submitted 

to Secretary, you can request for return if necessary. 

 

Post-Approval applications with the following statuses could be requested for a return: 

- Submitted 

- Re-submitted 

- Confirmed 

- For Review 

- Reviewed 

 

1. Go to [Application] > [Sent]. 

2. Choose [More] > [Request for Return]. 

 

3. Fill in the request reason and then submit it. 

 

 

Important! Please note that the status of the application will remain unchanged even when you have requested for 

a return. It will change to “Returned” only when Secretary has returned the application to you. 
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6.1.2. Re-submit / Withdraw Returned Post-Approval Application 

Secretary will then review each of your Post-Approval applications (e.g. Upload SUSAR Report, Upload Progress 

Report) and may return them to you. You can resubmit or withdraw the returned Post-Approval applications.  

 

1. Go to [Application] > [Returned]. Open the returned post-approval application. 

 

 

 

2. Click [Submit] to resubmit or [Withdraw] to withdraw the returned post-approval application. 

 

 

3. Re-submitted applications with the status “Re-submitted” will be displayed in [Application] > [Sent], while 

withdrawn applications with the status “Withdrawn” will be displayed in [Application] > [Withdrawn]. 
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6.1.3. Confirmed Post-Approval Application 

Each submitted Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) will be reviewed 

by the Secretary. Once the Secretary has confirmed every necessary piece of information and when the documents 

of the application are ready, Secretary will confirm the application. Review processes will then be arranged by 

Secretary. 

 

To view confirmed applications: 

 

1. Go to [Application] > [Sent] 

2. The status is “Confirmed”. 
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6.1.4. For Review Post-Approval Application 

For each Post-Approval application (e.g. Upload SUSAR Report, Upload Progress Report) that has been confirmed 

by the secretary, if the application has been passed to the reviewers for review, the application will be in “For Review” 

status: 

 

1. Go to [Application] > [Sent] 

2. The status is “For Review”. 
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6.1.5. Reviewed Post-Approval Application 

After reviewers have reviewed a post-approval application (e.g. Upload SUSAR Report, Upload Progress Report), 

its status will be changed to "Reviewed". 

 

1. Go to [Application] > [Sent] 

2. The status is in “Reviewed”. 
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6.1.6. Returned Post-Approval Application after Review 

For each post-approval application (e.g. Upload SUSAR Report, Upload Progress Report), once reviewers have 

finished the review, Secretary will consolidate the result and mark whether the post-approval application is 

approved. 

 

If the application is not approved, secretary will return the application to the applicant. Depending on the decision 

marked by the secretary, the application may have one of the following statuses: 

 

 Approved with Comment 

 Pending for Comment 

 

To view the status: 

 

1. Go to [Application] > [Returned] 
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2. The status could be “Approved with Comment” or “Pending for Comment”: 

 

 

 

 

3. You can open the application and go to the “Comment Sheet” to view the comment: 
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4. You may modify the post-approval application content, and then re-submit it to Secretary again by clicking 

the [Submit] button; you may also withdraw the post-approval application if necessary by clicking the 

[Withdraw] button. 

 

 

 

 

  



Page 127 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

6.1.7. Approved Post-Approval Application after Review 

For each post-approval application (e.g. Upload SUSAR Report, Upload Progress Report), once reviewers have 

finished the review, Secretary will consolidate the result and mark whether the post-approval application is 

approved. 

 

You are able to find the post-approval application and read the comments (if any) by following the below steps: 

 

1. Go to [Application] > [Approved] 

 

 

2. The application status becomes “Approved”. 
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6.2. Completed Initial Approval Application 

Once the “Upload Final Report” application is approved, the “Initial Approval Application” will be changed to 

“Completed” status. 
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6.3. Amendment of Approved Application 

Once the “Initial Application Approval” application (also known as pre-approval) is approved, if any amendment is 

required, Principal Investigator or Application Follow Up Users can submit an amendment application. The 

amendment application will be passed to Secretary for review. 

 

Please follow below steps: 

1. Go to [Application] ->[Approved]: 
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2. Click [More] of the application and select [Submit Amendment Application Form]; 
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3. Go to the page and revise the content that you need. 
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4. Before submitting your amendment, go to the “Amendment Application Form” page. 

Then click the [Amendment] button to compare the changes. 
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5. The message “Comparison in progress. Please wait for a minute!” informs you that system is comparing the 

amendment with the original application.  
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6. After a while, you will find the comparison of amended fields and updated documents. 

Please fill in the column “Proposed By”, “Reason for Change” and “Will change increase risk to 

participants”.  

 

Amended Fields: 
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7. If you go back to the application form, fields that are revised will be surrounded by a yellow line: 

 

 

8. Click the [Submit] button to submit your amendment. 

 

9. Go to [Application] > [Sent] 

You will find the submitted “Submit Amendment Application Form” task. 
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6.3.1. Request for Return of Amendment Application 

After you have submitted “Submit Amendment Application Form” to Secretary, you can request for a return if 

necessary. 

 

Amendment Applications with the following statuses could be requested for a return: 

- Submitted 

- Re-submitted 

- Confirmed 

- For Review 

- Reviewed 

 

4. Go to [Application] > [Sent]. 

5. Choose [More] > [Request for Return]. 

 

 

6. Fill in the request reason and then submit it. 

 

Important! Please note that the status of the application will remain unchanged even when you have requested for 

a return. It will change to “Returned” only when Secretary has returned the application to you. 

  



Page 137 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

6.3.2. Re-submit / Withdraw Returned Amendment Application 

Secretary will then review your “Submit Amendment Application Form” and may return it to you. You can resubmit or 

withdraw the returned amendment application.  

 

1. Go to [Application] > [Returned].  

 

 

 

2. Click [Submit] to resubmit or [Withdraw] to withdraw the returned amendment application. 

 

3. Re-submitted applications with the status “Re-submitted” will be displayed in [Application] > [Sent], while 

withdrawn applications with the status “Withdrawn” will be displayed at [Application] > [Withdrawn]. 
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6.3.3. Confirmed Amendment Application 

The submitted “Submit Amendment Application Form” will be reviewed by Secretary. Once the secretary has 

confirmed every necessary piece of information and when the documents of the application are ready, Secretary will 

confirm the application. Review processes will then be arranged by Secretary. 

 

To view confirmed application: 

 

1. Go to [Application] > [Sent] 

2. The status is in “Confirmed”. 
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6.3.4. For Review Amendment Application 

After the Amendment Application (“Submit Amendment Application Form”) has been confirmed by the secretary, if 

the application has been passed to the reviewers for review, the application will be in “For Review” status. 

 

1. Go to [Application] > [Sent] 

2. The status is “For Review”. 
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6.3.5. Reviewed Amendment Application 

After a reviewer has reviewed the amendment application, its status will be changed to "Reviewed". 

 

1. Go to [Application] > [Sent] 

2. The status is “For Review”. 
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6.3.6. Returned Amendment Application after Review 

 

After the reviews of amendment application form by reviewers, Secretary will consolidate the reviews and mark 

whether the amendment application is approved. 

 

If the amendment application is not approved, secretary will return the amendment application to the applicant. 

Depending on the decision marked by the secretary, the amendment application may have one of the following 

statuses: 

 

 Approved with Comment 

 Pending for Comment 

 

To view the status: 

 

1. Go to [Application] > [Returned] 
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2. The status could be “Approved with Comment” or “Pending for Comment”: 
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3. You can open the application and go to the “Comment Sheet” to view the comment: 
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4. You may modify the application content, and then re-submit it to Secretary again by clicking the [Submit] 

button; you may withdraw the application if necessary by clicking the [Withdraw] button. 

 

 

 

 

  



Page 145 of 160 
Copyright ©  2016FlexWorkflow Limited. All Rights Reserved 

6.3.7. Approved Amendment Application 

Upon the approval of your amendment application, you can find the approved amendment application. If you need to 

upload a report, please go back to the Initial Application Approval to upload. 

 

1. Go to [Application] > [Approved]. 

2. In the “Initial Application Approval” (which should have with the same Submission Ref. No. as the “Submit 

Amendment Application Form”), click [More] and choose a report to upload. 
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6.4. Change of Delegation 

You can also change the delegates and application follow up users in post-approval period: 

 

1. Go to [Application] ->[Approved]; 
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2. Click [More] of the application you are going to modify; 

Select [Change of Delegation]. The Application Management Team Member Form should appear.  

 

3. Change the member list. 

 

4. Click [Submit] to finish the modification. 
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7. Maintain User Profile 

7.1. Amendment of User Profile / Change of Password 

If you want to amend any information of your user information (except login email address), please do the 

following: 

- Go to [Application] ->[Profile]; 

 

- Amend your personal information; 

- Make sure you have entered the same password in “New Password” and “Confirm Password” if you are going 

to change your password; 

- Click [Update] button to update your user profile. 

 

Change your personal info in profile page 
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7.2. Forgot Password Handling 

If you have forgotten your password, you can follow the steps below to regain access to the account. 

1. Click [Forgot Password] to proceed 

 

 

2. Enter your e-mail and then press the [Send] button. 

 

Input e-mail to regain access 
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3. After clicking the “Send” button, the following page “Request Completed” can be seen. 

 

Page shown after submitting request 

  

4. You should receive an e-mail that contains a new password and a new activation link. Please login the 

account using the new password. 
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8. Search Application 

8.1. Search of Application by Status 

By clicking at the function menu [Application], you can perform any action to handle your application. You can find 

your application by status from each folder. If you want to search the application by filter, please refer to Section 8.2 

Search of Application by Filter. 

 

 

Application operation 

 

Option Function 

New Trigger a new application. Please refer to Section 5.1 Creation of New Application 

Draft Fill in the necessary information on the application form. Please refer to Section 5.1.2 Fill in Application Form 

Sent Submitted application with the following status can be found here.  

- Submitted 

- Re-submitted  

- Confirmed 

- For Review 

- Reviewed 

 

Please refer to Section 5.1.2 Fill in Application Form 

Returned Any returned application from the Secretary can be found here.  

Their statuses could be: 

- Returned 
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(Please refer to Section 5.1.4 Returned Initial Application and Resubmit Initial Application) 

 

- Approved with Comment 

- Pending for Comment 

(Please refer to Section 5.1.8 Returned Initial Application after Review) 

Approved Approved applications are listed here. Please refer to Section 5.1.9 Approved Initial Application after Review. 

Completed Completed applications are listed here. 

Withdrawn Application with the following statuses can be found here: 

- Withdrawn 

- Deleted 

- Terminated. 

All Every application carried out by the user can be found here. 
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8.2. Search of Application by Filter 

Instead of searching by status, you can also search your application by filter. 

 

8.2.1. Application Search 

Please follow below steps: 

1. Go to [Function] ->[Application Search]; 

 

 

Application Search 

 

2. A searching criterion for the “IRB / REC No.” should appear; 

3. Input the number based on “=” or “LIKE”; 

4. Click the [Search] button to perform searching. 
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5. Apart from using “IRB / REC No.”, you may also use other provided criteria for searching. Click [Advanced 

Search] 

 

 

6. In the provided criteria, input the value that you need. The criteria are joined by the “AND” operator for 

searching. 

If a criterion is left empty, that criterion is ignored in the search process. 

 

Click the [Search] button. 
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7. After searching, the search results are displayed. 

 

You can check the checkbox of the record and then click the [Export to XLS] button. 

Note that only “Initial Application Approval” and “Submit Amendment Application Form” tasks can be exported 

to XLS. 
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8.2.2. Document Search 

1. Go to [Function] ->[Document Search]; 

 

Search your document with different criteria 

 

2. In the provided criteria, input the value that you need. The “Like” search is used, i.e. search item with crieria 

that contain the filled value. 

The criteria are joined by the “AND” operator for searching. 

If a criterion is left empty, that criterion is ignored in the search process. 

 

3. Click [Submit] to search. 
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Criteria Description 

IRB / REC No. Search documents with this IRB / REC No. 

Document Type Search documents with this Document Type. Support the following Document Type: 

 

 Meeting Minutes 

 Research Protocol 

 Subject Informed Consent Form 

 Investigator's Brochure 

 Written Information for Subject 

 Questionnaire 

 Certificate for Clinical Trial Test Attachment Table 

 Conflict of Interest Declaration by all Investigators 

 Indemnity Agreement 

 Clinical Trial Insurance Certificate 

 Other Documents 

 Supporting document from academia 

 Curriculum Vitae (CV) from Principal Investigator 

 Curriculum Vitae (CV) from other investigates 

 REC/IRB decision document 

 Other Funding Sources 

 

Document Name Search documents with this Document Name. 

Suggested Print Name Search documents with this Suggested Print Name. 

Tag Search Meeting Minutes with this Tag value. 

 

Attachment within 1 year Search documents within 1 year. 
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4. After searching, the search results are displayed. 

 

You can check the checkbox of the document and then click the [Download] button to download the 

documents. 
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9. Summary of Status 

Initial Application Approval 

Status Description Found In 

Draft The application is not yet submitted to secretary by applicant. [Application] > [Draft] 

Submitted The application is submitted to secretary by applicant. [Application] > [Sent] 

Re-submitted The application has been returned and re-submitted to secretary 

again by applicant. 

[Application] > [Sent] 

Confirmed The application is confirmed by secretary. [Application] > [Sent] 

For Review The application is assigned to reviewer for review by secretary. [Application] > [Sent] 

Reviewed The application has been reviewed by reviewer. [Application] > [Sent] 

Approved The application is approved by secretary. [Application] > [Approved] 

Returned The application is returned by secretary. [Application] > [Returned] 

Approved with Comment The application is returned by secretary. [Application] > [Returned] 

Pending for Comment The application is returned by secretary. [Application] > [Returned] 

Deleted  The application in “Draft” status is deleted by applicant. [Application] > [Withdrawn] 

Withdrawn The application has been returned and withdrawn by applicant.  [Application] > [Withdrawn] 

Terminated The application in “Approved” status is terminated by secretary. [Application] > [Withdrawn] 

Closed The retuned application is not re-submitted before the expiry date.  [Application] > [Withdrawn] 

 

Submit Amendment Application Form 

Status Description Found In 

Submitted The application is submitted to secretary by applicant. [Application] > [Sent] 

Re-submitted The application has been returned and re-submitted to secretary 

again by applicant. 

[Application] > [Sent] 

Confirmed The application is confirmed by secretary. [Application] > [Sent] 

For Review The application is assigned to reviewer for review by secretary. [Application] > [Sent] 

Reviewed The application has been reviewed by reviewer. [Application] > [Sent] 

Approved The application is approved by secretary. [Application] > [Approved] 

Returned The application is returned by secretary. [Application] > [Returned] 

Approved with Comment The application is returned by secretary. [Application] > [Returned] 

Pending for Comment The application is returned by secretary. [Application] > [Returned] 

Withdrawn The application has been returned and withdrawn by applicant.  [Application] > [Withdrawn] 

Closed The retuned application is not re-submitted before the expiry date. [Application] > [Withdrawn] 
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Submit Renewed CTI 

Submit Renewed CTC 

Submit Protocol Deviation Form 

Upload SUSAR Report 

Upload SAE Report 

Upload Final Report 

Upload Progress Report 

Status Description Found In 

Submitted The application is submitted to secretary by applicant. [Application] > [Sent] 

Re-submitted The application has been returned and re-submitted to secretary 

again by applicant. 

[Application] > [Sent] 

Confirmed The application is confirmed by secretary. [Application] > [Sent] 

For Review The application is assigned to reviewer for review by secretary. [Application] > [Sent] 

Reviewed The application has been reviewed by reviewer. [Application] > [Sent] 

Approved The application is approved by secretary. [Application] > [Approved] 

Returned The application is returned by secretary. [Application] > [Returned] 

Approved with Comment The application is returned by secretary. [Application] > [Returned] 

Pending for Comment The application is returned by secretary. [Application] > [Returned] 

Withdrawn The application has been returned and withdrawn by applicant.  [Application] > [Withdrawn] 

Closed The retuned application is not re-submitted before the expiry date.  [Application] > [Withdrawn] 
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