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Purpose and context
[bookmark: _Toc52525775]Purpose of this guide
This guide has been produced to show applicants how to use the IRIS platform to prepare and submit an application for a scientific procedure (e.g. orphan designation application, scientific advice, or ITF briefing meeting request) and related activities, including also Marketing Status reporting. 
For Parallel Distribution procedures separate IAM roles are needed, and separate guidance is available in the IRIS home page. 
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EMA Account and appropriate role: for any type of submission in IRIS, you need an EMA account and an appropriate role in IRIS, to login into IRIS. Registration needs to be done only once and will allow you to submit any type of scientific applications now and in the future. For information on how to request an EMA account and an appropriate IRIS role (these are two separate actions), please consult the separate IRIS guide to registration in the IRIS home page. This guide also contains information on how to request or transfer an RPI (Research Product Identifier). 
[bookmark: _Toc52525777]Supported Browsers 
IRIS can be accessed on any modern Web Browser, including but not limited to Google Chrome (latest version), Internet Explorer 11 and above, Edge (including the new, Chromium-based Edge), Safari 12 and above, Firefox (latest version), Vivaldi, etc. 
[bookmark: _Toc52525778]Common operations for all scientific submission types
[bookmark: _Toc52525779]Display and sort submissions
1. From the IRIS home page, after sign-in, click on any of the options: “Draft Submissions”, “Ongoing Submissions” or “Completed Submissions” present under “Submissions” Tab;
2. If you have an IRIS Industry Manager role, you will see all the submissions that you have created, plus all the submissions in which you have been added as a contributor.  If you have a Contributor role, you will see all the Submissions to which you have been added as a Contributor.  If you have both roles, you will see all submissions of your own and those for which you have been added as a Contributor. In all cases, you will see submissions for all the Organisations to which you are affiliated (in IAM); 
3. Click on any of the column headings that appear in blue font, and the rows listed in the table will be sorted in ascending order (click again for descending order).
[bookmark: _Toc52525780]Search for submissions
1. You can obtain a restricted subset of your submissions: from the IRIS home page, select first: “Draft Submissions”, “Ongoing Submissions” or “Completed Submissions”;
2. In the search bar, enter any string (combination of letters and/or numbers) that will identify the submission you are looking for and might be contained in the columns that are displayed on screen (e.g. "Submission ID", "Organisation", "Submission Type"); by including an asterisk (*) as first character, the search string will apply to text in any position.
3. Click on the magnifying glass search symbol or press "Enter" on your keyboard to launch the search;
4. A list of the relevant results that match the search criterion you typed in the search bar will be displayed. The list can be sorted as described in the previous section.
5. In “Draft submissions”, a menu of different actions can be elicited by clicking on the down arrow to the right of the relevant submission. You can edit or delete the submission, manage the contributors and managers, and you can change the “submission contact” (the person who will receive by default all the email communications for the procedure). See Figure 1 below. 
 
[bookmark: _Ref46926615]Figure 1- managing draft submissions
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[bookmark: _Ref46851317][bookmark: _Toc52525781]Create a new submission (general procedure for all submission types)
1. From the IRIS home page, click on “Draft submissions” sub-tab present under “Submission” tab;
2. Click “Create new submission” [a screen with the heading “Portal – New Submissions” opens showing 4 stages. The first stage “1. Choose Sponsor Type” is highlighted in blue];
3. From the drop-down arrow on the box below “Are you applying as an individual or on behalf of an organisation?” select the appropriate answer and click “Next”;
4. Only if you are applying on behalf of an organisation: 
a) Use the magnifying glass search symbol to look up the organisations available for you to select (N.B. only the organisation(s) affiliated to the portal user role that you logged into the portal as will be displayed here);
b) Pick the right organisation and (there may only be one) and click “Select”;
c) Use the search symbol to look up the locations available for you to select, pick the right one and click “Select”; please note that the Regulatory entitlement (Orphan Designation) will be granted to the address of this location and the relevant organisation. 

NOTE: it is strongly recommended to use only one location (normally the legal seat of the organisation) for all IRIS submissions, RPIs and regulatory entitlements. This simplifies your management of submissions in IRIS.
5. “Choose Submission Type” is now coloured blue and 3 mandatory fields (marked with a red asterisk “*”) appear labelled “Organisation” “Location” and “Submission Type” (the first two only if you are applying on behalf of an organisation). Use the search symbol to look up the submission types available, click on the appropriate submission type and then on “Select”.
6. Add at least one Manager in the specific field (when applying on behalf of an organisation,  the popup list will only include those people who have been granted an IRIS Industry Manager access role that is affiliated to the specific organisation (Company + Country) you selected in the previous screen. If no-one has done this, the list will be empty). It is strongly recommended to have at least two Managers (preferably three) for each IRIS submission: this will allow the applicant continued access to the submission even if one the managers leaves the company or is absent for prolonged periods.
7. Click “Create and Next”. A new screen appears with a reference number (e.g. EMA/XX/0000001234) for your draft submission displayed on the upper right-hand side of the “Portal – New Submission” screen (N.B. It is a good idea to take note of the reference number created). There is also now a list of various tabs (steps) including “Select RPI” and ending with “Declaration”) relating to the submission reference displayed on the left-hand side of your screen. See Figure 2.
[bookmark: _Ref46927093]Figure 2 - Example of new submission
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8. Click on “Select RPI” to bring up “Research Product Identifier (RPI)” screen:
a. Click the magnifying glass search symbol to bring up a list of RPI names;
b. In the pop-up window, pick an RPI name from the list and click “Select”;
c. Back in the “Research Product Identifier (RPI)” screen, click “Save and Return” and you are returned to the “Submission Form” screen;
If you do not see the RPI for your product in the list:
An RPI tracks the development of a medicinal product. The RPI remains the same when the name of the substance(s) in the product changes, or when development of the product is transferred to a different product. If you have already submitted an application to EMA for your product, it is very likely that an RPI already exists, and that one should be used.   
The RPI may already exist, but “owned” by another sister company in the same or a different country, a different company or a consultant, or it may be assigned to a different location of your organisation. In such cases, it won’t appear in the selection list, and you need either to request affiliation to the RPI “owner”, or the “owner” should transfer[footnoteRef:2] the RPI to your company, depending on which company should be the sponsor of the orphan designation. It is recommended that all RPIs (and regulatory entitlement) for an organisation are assigned to the same location (normally the legal seat of the organisation).    [2:  Currently done via an EMA ServiceDesk request. An IRIS procedure is being developed to facilitate and accelerate the transfers.] 

If you are sure that no RPI exists for the medicinal product yet, please request one via IRIS following the IRIS guide to registration section: ‘8. How to create a ‘Request for a ‘Research Product Identifier’. This is a separate submission. After receiving communication from EMA that your RPI has been created, you can go back to your draft submission and proceed to the steps below. 
If your RPI is intended to cover multiple products or a methodology/ technology or a method or other (not a single product), please contact ITFSecretariat@ema.europa.eu or SA_Submissions@ema.europa.eu beforehand (depending on your intended procedure type). You will be requested to complete a specific Word form. Upon receipt of the form the secretariat will create an RPI for you. These ‘special’ RPIs cannot be requested via IRIS. 
9.  Click on “Additional product information/update”:
a. Make sure that the list of innovation/enabling technologies includes at least one term; if not, choose at least one with the “Add” button;
b. Click “Save and return”.
10. Once the RPI data (and any other mandatory sections) are completed, all the sections (tabs) will turn from grey to blue and will be active (see Figure 2). Fill in each section. Please note that fields with a red asterisk are mandatory. You need to complete each section before you can save it, but it is not mandatory to fill in all the section in one session. 
11. Back in the main “Submission Form” Screen, click on “Documents from Applicant”:
a. In the next screen that appears, you can directly upload documents and create subfolders in your submission. While there is no maximum number of files or global size, there is a size limit of 50 Mb per file. Please upload individual files for each document, rather than a single Zip file (or similar) for the set of all documents. A Zip file is acceptable only as the container for the literature references. 
b. Click “Save and Return” when you have finished uploading documents;
12. At any stage during the procedure above, clicking “Return” on the Submission form page saves the draft submission (which will now appear in your “Draft Submissions” list). You can open it again at a later time to edit/add more information;
13. Click on “Generate Application form” present at bottom of screen next to “Return” button to create a word file for the summary of application filled at that point of time by the applicant. Word file will be shown under section 3.1 point10 “Documents from Applicant”;
14. When you are ready to submit your final application, click on “Declaration and re(submission)”:
a. Click on the tick box to the left of the declaration statement (that begins with the words: “I confirm…”) to formally declare that you are authorised to submit the application;
b. Click on the “Declaration and submission” button;
c. If you are unsure or think of any part of the application you want to revise, click “Review Application” and this will return you to the draft submission;
d. If you are sure you want to submit the application, click” Submit”.
Your application has now been submitted and is locked for edit/upload unless EMA opens it up again for you to add or amend any information or documents.
You are then returned to the portal “Ongoing Submissions” tab. You can now look up the submission you have just submitted using the “Ongoing Submission”. The latest submission will appear on top once validation is completed in background, as submissions are sorted by date and time of last update. 
[image: ]
[bookmark: _Toc52525782]Add contributors to a draft submission  
You can only do this for the draft applications for which you have a “Manager” role (not if you are a Contributor).
From the IRIS home page, carry out the following steps (see also Figure 1):
1. Click on "Draft submissions" sub-tab present under “Submission” tab;
2. Scroll down and find the application you want from the list of your drafts;
3. On the right hand side, click on the drop-down arrow and select “Manage Contributors”;
4. Click “Add”, then In the pop-up window, click the magnifying glass search symbol to bring up a list (and find the name you want to add as a contributor;
5. Click “Continue to submission form”;
6. To add more contributors to the same application, repeat the steps above.
[bookmark: _Toc52525783]Delete a draft submission
You can only do this for the draft applications for which you have a “Manager” role (not if you are a Contributor). Note: you cannot delete a “completed submission”; an “ongoing submission” can be withdrawn, using a similar procedure. 
1. Click on "Draft submissions" sub-tab present under “Submission” tab;
2. Find the application you want from the list of your drafts;
3. On the right hand side, click on the drop-down arrow and select “Delete Draft” and a confirmation message will open up in a new window (see Figure 1);
4. Click on the "Delete" button to confirm that you want to delete your draft. Note: you cannot undo this afterwards, and the draft submission is permanently deleted from IRIS and cannot be restored.
[bookmark: _Toc52525784]Respond to a notification email from EMA requesting changes
On receipt of a notification email from EMA stating for example that “Validation Supplementary Information (VSI)” relating to one of your Ongoing Submissions is required, or other changes/updates to the submission data, log into the IRIS portal and carry out the following steps:
1. From the IRIS home page, click on “Ongoing submissions” sub-tab present under “Submission” tab;
2. Locate the submission mentioned in the e-mail by using the sort or search features described in this Guide, or by just scrolling down the list until you find it;
3. At the end of the row in the list where your submission appears, click on the drop-down arrow and select “View/edit”;
4. In the “Submission Form” page that appears click on the sections that you need to update as stated in the notification you received from EMA (e.g.: General Information, Scientific information, etc.);
5. The selected sections will open in edit mode - make the requested modifications and click on “Save and Return” - all modifications will have been saved and you will return to the “Submission Form” page;
6. If you need to upload updated or new documents, click on “Documents from Applicant”. Click on “Save and Return” when you are done; 
7. Click on the tick box to the left of the declaration statement (that begins with the words: “I confirm…”) to formally declare that you are authorised to submit this request;
8. Click on the “Declaration and submission” button;
9. If you are sure you want to submit the application, click” Submit”, then “Ok” and then “Submit”.
[bookmark: _Toc52525785]Respond to a List of Questions (LoQ) request
On receipt of a notification email from EMA regarding a “List of Questions (LoQ)” relating to one of your Ongoing Submissions, after validation and start of procedure, you can upload revised/new documents, but you cannot modify the submission data in the portal. Log into the IRIS portal and carry out the following steps:
1. From the IRIS home page, click on “Ongoing submissions” sub-tab present under “Submission” tab;
2. Locate the submission mentioned in the e-mail;
3. At the end of the row in the list where your submission appears, click on the drop-down arrow and select “View/edit” –
4. Click on “Documents from Applicant”; click on “Save and Return” when you are done;
5. Click on the tick box to the left of the declaration statement (that begins with the words: “I confirm…”) to formally declare that you are authorised to submit this request;
6. Click on the “Declaration and submission” button;
7. If you are sure you want to submit the application, click “Submit”, then “OK” and then “Submit”.
Your updated application has now been submitted and will appear in your “Ongoing Submissions” list and you will receive an e-mail notification to confirm that you have re-submitted the application as requested by EMA.
[bookmark: _Toc52525786]Check the current status of an ongoing Submission in the IRIS Portal
The possible status for the Applicant’s submissionsubmission (Figure 3-Submisson Status) and the EMA procedure (case)(Figure 4- Case Status) are shown in the tables:
				Figure 3-Submisson Status
	Submission Status
	Notes

	Draft
	The application is in draft status and can be deleted or submitted (when finalized)

	In Progress
	Application submitted; case ongoing at EMA

	Withdrawal Requested
	The applicant has requested a withdrawal, which is being assessed at EMA.

	Completed-Positive
	Case closed, positive outcome

	Completed-Negative
	Case closed, negative outcome

	Completed-Withdrawn
	Case closed as withdrawn, at the applicant’s request.


					
[bookmark: _Ref51231107]Figure 4- Case Status
	Case Status
	Notes

	Submitted
	Application received by EMA

	In Progress
	Under validation by EMA

	Start of Procedure
	Evaluation team assigned

	Under Evaluation by EMA
	

	For list of Questions/Opinion
	At the next Committee meeting, either an Opinion or a List of Questions will be adopted

	For Opinion
	At the next Committee meeting, an Opinion will be adopted

	Opinion Adopted
	The EMA Committee has adopted an Opinion

	Under Appeal
	Appeal of the opinion ongoing

	Pending EC Decision
	The Opinion has been submitted to the European Commission

	Pending Resolution
	The Case (procedure) is about to be closed

	Withdrawal Requested
	The withdrawal requested by the applicant is being evaluated

	Positive
	A positive decision has been adopted by the EU (or EMA). The case is closed.

	Negative
	A negative decision has been adopted by the EU (or EMA). The case closed.

	Closed
	The case has been closed by EMA before an Opinion was adopted.

	Completed
	The case has been completed, but no positive or negative Opinion has been adopted (e.g. Scientific Advice completion)

	Withdrawn
	The case has been closed as withdrawn, at the request of the applicant

	Validation unsuccessful
	The submission could not be validated by EMA, and the case is thus closed. It is possible to prepare a new submission.

	 Waiting for Details
	The applicant is expected to provide additional details.






[bookmark: _Toc52525787]Regulatory Entitlements Affiliation
1. My Affiliated Entitlements
The tab enables users to see a list of all regulatory entitlements related to the organisation(s) the user is affiliated to. It is possible to filter the regulatory entitlements by entitlement number, entitlement type, sponsor, product name, EU number, and date of decision (Figure 5)
[bookmark: _Ref52285513][bookmark: _Ref51231153]				Figure 5: My Organisations Regulatory Entitlements
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2. My Individual Regulatory Entitlements  
The tab enables users to see the list of all regulatory entitlements that were granted as an outcome of submissions created by the person logged into the portal. It is possible to filter the regulatory entitlements by entitlement number, entitlement type, product name and date of decision
Figure 6:My Individual Regulatory Entitlements
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[bookmark: _Toc52525788]User’s view for Research Product Identifier (RPI)
IRIS Industry user can see all RPIs (Research Product Identifier) for which they are the sponsor, either individually or via an affiliation to one or more companies. Two views will be shown to user logged into portal as in Figure 7
1. “My Direct RPIs", which displays all active RPIs for which the user is direct sponsor.
2. “My Organisations RPI” shows active RPIs for all organization locations the user is affiliated to (in any of the locations).

[bookmark: _Ref52291125]Figure 7: Product-View of RPI's
[image: ]



[bookmark: _Toc52525789]Orphan submissions
For general information on orphan designation and allied procedures, please consult the Orphan Designation page of the EMA website. For specific information on how to prepare a specific Orphan submission, including how to prepare the Scientific Document, please see the specific sections on the Orphan Designation page. 
[bookmark: _Toc52329670][bookmark: _Toc52525441][bookmark: _Toc52525545][bookmark: _Toc52525602][bookmark: _Toc52525790]
[bookmark: _Toc23949448][bookmark: _Toc23949587][bookmark: _Toc23949726][bookmark: _Toc23949865][bookmark: _Toc24027017][bookmark: _Toc24618442][bookmark: _Toc24620549][bookmark: _Toc23949449][bookmark: _Toc23949588][bookmark: _Toc23949727][bookmark: _Toc23949866][bookmark: _Toc24027018][bookmark: _Toc24618443][bookmark: _Toc24620550][bookmark: _Toc23949450][bookmark: _Toc23949589][bookmark: _Toc23949728][bookmark: _Toc23949867][bookmark: _Toc24027019][bookmark: _Toc24618444][bookmark: _Toc24620551][bookmark: _Toc23949451][bookmark: _Toc23949590][bookmark: _Toc23949729][bookmark: _Toc23949868][bookmark: _Toc24027020][bookmark: _Toc24618445][bookmark: _Toc24620552][bookmark: _Toc23949452][bookmark: _Toc23949591][bookmark: _Toc23949730][bookmark: _Toc23949869][bookmark: _Toc24027021][bookmark: _Toc24618446][bookmark: _Toc24620553][bookmark: _Toc23949453][bookmark: _Toc23949592][bookmark: _Toc23949731][bookmark: _Toc23949870][bookmark: _Toc24027022][bookmark: _Toc24618447][bookmark: _Toc24620554][bookmark: _Toc23949454][bookmark: _Toc23949593][bookmark: _Toc23949732][bookmark: _Toc23949871][bookmark: _Toc24027023][bookmark: _Toc24618448][bookmark: _Toc24620555][bookmark: _Toc23949455][bookmark: _Toc23949594][bookmark: _Toc23949733][bookmark: _Toc23949872][bookmark: _Toc24027024][bookmark: _Toc24618449][bookmark: _Toc24620556][bookmark: _Toc23949456][bookmark: _Toc23949595][bookmark: _Toc23949734][bookmark: _Toc23949873][bookmark: _Toc24027025][bookmark: _Toc24618450][bookmark: _Toc24620557][bookmark: _Toc23949457][bookmark: _Toc23949596][bookmark: _Toc23949735][bookmark: _Toc23949874][bookmark: _Toc24027026][bookmark: _Toc24618451][bookmark: _Toc24620558][bookmark: _Toc23949458][bookmark: _Toc23949597][bookmark: _Toc23949736][bookmark: _Toc23949875][bookmark: _Toc24027027][bookmark: _Toc24618452][bookmark: _Toc24620559][bookmark: _Toc23949459][bookmark: _Toc23949598][bookmark: _Toc23949737][bookmark: _Toc23949876][bookmark: _Toc24027028][bookmark: _Toc24618453][bookmark: _Toc24620560][bookmark: _Toc23949460][bookmark: _Toc23949599][bookmark: _Toc23949738][bookmark: _Toc23949877][bookmark: _Toc24027029][bookmark: _Toc24618454][bookmark: _Toc24620561][bookmark: _Toc23949461][bookmark: _Toc23949600][bookmark: _Toc23949739][bookmark: _Toc23949878][bookmark: _Toc24027030][bookmark: _Toc24618455][bookmark: _Toc24620562][bookmark: _Toc23949462][bookmark: _Toc23949601][bookmark: _Toc23949740][bookmark: _Toc23949879][bookmark: _Toc24027031][bookmark: _Toc24618456][bookmark: _Toc24620563][bookmark: _Toc23949463][bookmark: _Toc23949602][bookmark: _Toc23949741][bookmark: _Toc23949880][bookmark: _Toc24027032][bookmark: _Toc24618457][bookmark: _Toc24620564][bookmark: _Toc23949464][bookmark: _Toc23949603][bookmark: _Toc23949742][bookmark: _Toc23949881][bookmark: _Toc24027033][bookmark: _Toc24618458][bookmark: _Toc24620565][bookmark: _Toc23949465][bookmark: _Toc23949604][bookmark: _Toc23949743][bookmark: _Toc23949882][bookmark: _Toc24027034][bookmark: _Toc24618459][bookmark: _Toc24620566][bookmark: _Toc23949466][bookmark: _Toc23949605][bookmark: _Toc23949744][bookmark: _Toc23949883][bookmark: _Toc24027035][bookmark: _Toc24618460][bookmark: _Toc24620567][bookmark: _Toc23949467][bookmark: _Toc23949606][bookmark: _Toc23949745][bookmark: _Toc23949884][bookmark: _Toc24027036][bookmark: _Toc24618461][bookmark: _Toc24620568][bookmark: _Toc23949468][bookmark: _Toc23949607][bookmark: _Toc23949746][bookmark: _Toc23949885][bookmark: _Toc24027037][bookmark: _Toc24618462][bookmark: _Toc24620569][bookmark: _Toc23949469][bookmark: _Toc23949608][bookmark: _Toc23949747][bookmark: _Toc23949886][bookmark: _Toc24027038][bookmark: _Toc24618463][bookmark: _Toc24620570][bookmark: _Toc23949470][bookmark: _Toc23949609][bookmark: _Toc23949748][bookmark: _Toc23949887][bookmark: _Toc24027039][bookmark: _Toc24618464][bookmark: _Toc24620571][bookmark: _Toc23949471][bookmark: _Toc23949610][bookmark: _Toc23949749][bookmark: _Toc23949888][bookmark: _Toc24027040][bookmark: _Toc24618465][bookmark: _Toc24620572][bookmark: _Toc23949472][bookmark: _Toc23949611][bookmark: _Toc23949750][bookmark: _Toc23949889][bookmark: _Toc24027041][bookmark: _Toc24618466][bookmark: _Toc24620573][bookmark: _Toc23949473][bookmark: _Toc23949612][bookmark: _Toc23949751][bookmark: _Toc23949890][bookmark: _Toc24027042][bookmark: _Toc24618467][bookmark: _Toc24620574][bookmark: _Toc23949474][bookmark: _Toc23949613][bookmark: _Toc23949752][bookmark: _Toc23949891][bookmark: _Toc24027043][bookmark: _Toc24618468][bookmark: _Toc24620575][bookmark: _Toc23949475][bookmark: _Toc23949614][bookmark: _Toc23949753][bookmark: _Toc23949892][bookmark: _Toc24027044][bookmark: _Toc24618469][bookmark: _Toc24620576][bookmark: _Toc23949476][bookmark: _Toc23949615][bookmark: _Toc23949754][bookmark: _Toc23949893][bookmark: _Toc24027045][bookmark: _Toc24618470][bookmark: _Toc24620577][bookmark: _Toc23949477][bookmark: _Toc23949616][bookmark: _Toc23949755][bookmark: _Toc23949894][bookmark: _Toc24027046][bookmark: _Toc24618471][bookmark: _Toc24620578][bookmark: _Toc23949478][bookmark: _Toc23949617][bookmark: _Toc23949756][bookmark: _Toc23949895][bookmark: _Toc24027047][bookmark: _Toc24618472][bookmark: _Toc24620579][bookmark: _Toc23949479][bookmark: _Toc23949618][bookmark: _Toc23949757][bookmark: _Toc23949896][bookmark: _Toc24027048][bookmark: _Toc24618473][bookmark: _Toc24620580][bookmark: _Toc23949480][bookmark: _Toc23949619][bookmark: _Toc23949758][bookmark: _Toc23949897][bookmark: _Toc24027049][bookmark: _Toc24618474][bookmark: _Toc24620581][bookmark: _Toc23949481][bookmark: _Toc23949620][bookmark: _Toc23949759][bookmark: _Toc23949898][bookmark: _Toc24027050][bookmark: _Toc24618475][bookmark: _Toc24620582][bookmark: _Toc23949482][bookmark: _Toc23949621][bookmark: _Toc23949760][bookmark: _Toc23949899][bookmark: _Toc24027051][bookmark: _Toc24618476][bookmark: _Toc24620583][bookmark: _Toc23949483][bookmark: _Toc23949622][bookmark: _Toc23949761][bookmark: _Toc23949900][bookmark: _Toc24027052][bookmark: _Toc24618477][bookmark: _Toc24620584][bookmark: _Toc23949484][bookmark: _Toc23949623][bookmark: _Toc23949762][bookmark: _Toc23949901][bookmark: _Toc24027053][bookmark: _Toc24618478][bookmark: _Toc24620585][bookmark: _Toc23949485][bookmark: _Toc23949624][bookmark: _Toc23949763][bookmark: _Toc23949902][bookmark: _Toc24027054][bookmark: _Toc24618479][bookmark: _Toc24620586][bookmark: _Toc23949486][bookmark: _Toc23949625][bookmark: _Toc23949764][bookmark: _Toc23949903][bookmark: _Toc24027055][bookmark: _Toc24618480][bookmark: _Toc24620587][bookmark: _Toc23949487][bookmark: _Toc23949626][bookmark: _Toc23949765][bookmark: _Toc23949904][bookmark: _Toc24027056][bookmark: _Toc24618481][bookmark: _Toc24620588][bookmark: _Toc23949488][bookmark: _Toc23949627][bookmark: _Toc23949766][bookmark: _Toc23949905][bookmark: _Toc24027057][bookmark: _Toc24618482][bookmark: _Toc24620589][bookmark: _Toc52525791][bookmark: _Ref23946944]Create an application for orphan designation 
[bookmark: _Toc517186031][bookmark: _Toc517186209][bookmark: _Toc517186032][bookmark: _Toc517186210][bookmark: _Toc517186033][bookmark: _Toc517186211][bookmark: _Toc517186034][bookmark: _Toc517186212][bookmark: _Toc517186035][bookmark: _Toc517186213][bookmark: _Toc517186036][bookmark: _Toc517186214][bookmark: _Toc517186037][bookmark: _Toc517186215][bookmark: _Toc517186038][bookmark: _Toc517186216][bookmark: _Toc517186039][bookmark: _Toc517186217][bookmark: _Toc517186040][bookmark: _Toc517186218][bookmark: _Toc517156933][bookmark: _Toc517157083][bookmark: _Toc517186041][bookmark: _Toc517186219][bookmark: _Toc517156934][bookmark: _Toc517157084][bookmark: _Toc517186042][bookmark: _Toc517186220][bookmark: _Toc517186043][bookmark: _Toc517186221][bookmark: _Toc517186044][bookmark: _Toc517186222][bookmark: _Toc517186045][bookmark: _Toc517186223][bookmark: _Toc517186046][bookmark: _Toc517186224][bookmark: _Toc517186047][bookmark: _Toc517186225][bookmark: _Toc517186048][bookmark: _Toc517186226][bookmark: _Toc517186049][bookmark: _Toc517186227][bookmark: _Toc517186050][bookmark: _Toc517186228][bookmark: _Toc517186051][bookmark: _Toc517186229][bookmark: _Toc517186052][bookmark: _Toc517186230][bookmark: _Toc517186053][bookmark: _Toc517186231][bookmark: _Toc517186054][bookmark: _Toc517186232][bookmark: _Toc517186055][bookmark: _Toc517186233][bookmark: _Toc517186056][bookmark: _Toc517186234][bookmark: _Toc517186057][bookmark: _Toc517186235][bookmark: _Toc517186058][bookmark: _Toc517186236][bookmark: _Toc517186059][bookmark: _Toc517186237][bookmark: _Toc517186060][bookmark: _Toc517186238][bookmark: _Toc517186061][bookmark: _Toc517186239]In addition to the steps in the general procedure described in Create a new submission (general procedure for all submission types), please note the specific issues for orphan designation below: 
1. [bookmark: _Hlk27640826]The reference number will have “OD” in it (e.g. EMA/OD/0000001234) for your draft submission displayed on the upper right-hand side of the “Portal – New Submission” screen.
[bookmark: _Ref46927463]Figure 83 - Application for orphan designation, main screen
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2. The sections (tabs) of the submission are: “General Information” and “Scientific Information”. Complete (at least) the mandatory fields marked with a red asterisk “*” and click “Save and Return” (N.B. in the prevalence box, enter the prevalence per 10,000 persons in the EU population, as a single number (normally, from 0 to 5.0) and NOT in the form of a ratio). See Figure 3. 
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1. IMPORTANT: before creating a request for a pre-submission meeting, please create the draft submission for the orphan designations as described above. This must be left as a draft, without submitting it for the moment. Any documents should be uploaded within the draft submission for orphan designations, not in the pre-submission meeting request. The number of the draft request for orphan designation should be referenced in the pre-submission meeting request;
2. Follow steps 1 to 8 from 3.1. above, selecting “Request for Pre-Submission Meeting” as procedure type;
3. Click “Continue to submission form” and a number (e.g. EMA/OD/0000001234) for your draft submission is displayed on the upper right-hand side of the “Portal – New Submission” screen (N.B. It is a good idea to take note of the reference number created);
4. Back in the Submission Form screen, click on “Submission Details”, enter the information that you want the EMA Orphan Medicines team to know and click “Save and Return”;
5. Follow steps 15 and 16 from 3.1. above;
6. Your request for a Pre-Submission Meeting has now been submitted and will appear in your “Ongoing Submissions” list.  
[bookmark: _Toc23949511][bookmark: _Toc23949650][bookmark: _Toc23949789][bookmark: _Toc23949928][bookmark: _Toc24027080][bookmark: _Toc24618505][bookmark: _Toc24620612][bookmark: _Toc23949526][bookmark: _Toc23949665][bookmark: _Toc23949804][bookmark: _Toc23949943][bookmark: _Toc24027095][bookmark: _Toc24618520][bookmark: _Toc24620627][bookmark: _Toc23949527][bookmark: _Toc23949666][bookmark: _Toc23949805][bookmark: _Toc23949944][bookmark: _Toc24027096][bookmark: _Toc24618521][bookmark: _Toc24620628][bookmark: _Toc23949528][bookmark: _Toc23949667][bookmark: _Toc23949806][bookmark: _Toc23949945][bookmark: _Toc24027097][bookmark: _Toc24618522][bookmark: _Toc24620629][bookmark: _Toc23949529][bookmark: _Toc23949668][bookmark: _Toc23949807][bookmark: _Toc23949946][bookmark: _Toc24027098][bookmark: _Toc24618523][bookmark: _Toc24620630][bookmark: _Toc23949530][bookmark: _Toc23949669][bookmark: _Toc23949808][bookmark: _Toc23949947][bookmark: _Toc24027099][bookmark: _Toc24618524][bookmark: _Toc24620631][bookmark: _Toc23949531][bookmark: _Toc23949670][bookmark: _Toc23949809][bookmark: _Toc23949948][bookmark: _Toc24027100][bookmark: _Toc24618525][bookmark: _Toc24620632][bookmark: _Toc23949532][bookmark: _Toc23949671][bookmark: _Toc23949810][bookmark: _Toc23949949][bookmark: _Toc24027101][bookmark: _Toc24618526][bookmark: _Toc24620633][bookmark: _Toc23949533][bookmark: _Toc23949672][bookmark: _Toc23949811][bookmark: _Toc23949950][bookmark: _Toc24027102][bookmark: _Toc24618527][bookmark: _Toc24620634][bookmark: _Toc23949534][bookmark: _Toc23949673][bookmark: _Toc23949812][bookmark: _Toc23949951][bookmark: _Toc24027103][bookmark: _Toc24618528][bookmark: _Toc24620635][bookmark: _Toc23949535][bookmark: _Toc23949674][bookmark: _Toc23949813][bookmark: _Toc23949952][bookmark: _Toc24027104][bookmark: _Toc24618529][bookmark: _Toc24620636][bookmark: _Toc23949536][bookmark: _Toc23949675][bookmark: _Toc23949814][bookmark: _Toc23949953][bookmark: _Toc24027105][bookmark: _Toc24618530][bookmark: _Toc24620637][bookmark: _Toc23949537][bookmark: _Toc23949676][bookmark: _Toc23949815][bookmark: _Toc23949954][bookmark: _Toc24027106][bookmark: _Toc24618531][bookmark: _Toc24620638][bookmark: _Toc23949538][bookmark: _Toc23949677][bookmark: _Toc23949816][bookmark: _Toc23949955][bookmark: _Toc24027107][bookmark: _Toc24618532][bookmark: _Toc24620639][bookmark: _Toc23949539][bookmark: _Toc23949678][bookmark: _Toc23949817][bookmark: _Toc23949956][bookmark: _Toc24027108][bookmark: _Toc24618533][bookmark: _Toc24620640][bookmark: _Toc23949540][bookmark: _Toc23949679][bookmark: _Toc23949818][bookmark: _Toc23949957][bookmark: _Toc24027109][bookmark: _Toc24618534][bookmark: _Toc24620641][bookmark: _Toc23949541][bookmark: _Toc23949680][bookmark: _Toc23949819][bookmark: _Toc23949958][bookmark: _Toc24027110][bookmark: _Toc24618535][bookmark: _Toc24620642][bookmark: _Toc23949542][bookmark: _Toc23949681][bookmark: _Toc23949820][bookmark: _Toc23949959][bookmark: _Toc24027111][bookmark: _Toc24618536][bookmark: _Toc24620643][bookmark: _Toc23949543][bookmark: _Toc23949682][bookmark: _Toc23949821][bookmark: _Toc23949960][bookmark: _Toc24027112][bookmark: _Toc24618537][bookmark: _Toc24620644][bookmark: _Toc23949544][bookmark: _Toc23949683][bookmark: _Toc23949822][bookmark: _Toc23949961][bookmark: _Toc24027113][bookmark: _Toc24618538][bookmark: _Toc24620645][bookmark: _Toc23949545][bookmark: _Toc23949684][bookmark: _Toc23949823][bookmark: _Toc23949962][bookmark: _Toc24027114][bookmark: _Toc24618539][bookmark: _Toc24620646][bookmark: _Toc517364870][bookmark: _Toc517365994][bookmark: _Toc517453468][bookmark: _Toc517790301][bookmark: _Toc517793097][bookmark: _Toc517793188][bookmark: _Toc517793279][bookmark: _Toc517967263][bookmark: _Toc517364871][bookmark: _Toc517365995][bookmark: _Toc517453469][bookmark: _Toc517790302][bookmark: _Toc517793098][bookmark: _Toc517793189][bookmark: _Toc517793280][bookmark: _Toc517967264][bookmark: _Toc517364872][bookmark: _Toc517365996][bookmark: _Toc517453470][bookmark: _Toc517790303][bookmark: _Toc517793099][bookmark: _Toc517793190][bookmark: _Toc517793281][bookmark: _Toc517967265][bookmark: _Toc517364873][bookmark: _Toc517365997][bookmark: _Toc517453471][bookmark: _Toc517790304][bookmark: _Toc517793100][bookmark: _Toc517793191][bookmark: _Toc517793282][bookmark: _Toc517967266][bookmark: _Toc23949546][bookmark: _Toc23949685][bookmark: _Toc23949824][bookmark: _Toc23949963][bookmark: _Toc24027115][bookmark: _Toc24618540][bookmark: _Toc24620647][bookmark: _Toc23949547][bookmark: _Toc23949686][bookmark: _Toc23949825][bookmark: _Toc23949964][bookmark: _Toc24027116][bookmark: _Toc24618541][bookmark: _Toc24620648][bookmark: _Toc23949548][bookmark: _Toc23949687][bookmark: _Toc23949826][bookmark: _Toc23949965][bookmark: _Toc24027117][bookmark: _Toc24618542][bookmark: _Toc24620649][bookmark: _Toc23949549][bookmark: _Toc23949688][bookmark: _Toc23949827][bookmark: _Toc23949966][bookmark: _Toc24027118][bookmark: _Toc24618543][bookmark: _Toc24620650][bookmark: _Toc23949550][bookmark: _Toc23949689][bookmark: _Toc23949828][bookmark: _Toc23949967][bookmark: _Toc24027119][bookmark: _Toc24618544][bookmark: _Toc24620651][bookmark: _Toc23949551][bookmark: _Toc23949690][bookmark: _Toc23949829][bookmark: _Toc23949968][bookmark: _Toc24027120][bookmark: _Toc24618545][bookmark: _Toc24620652][bookmark: _Toc23949552][bookmark: _Toc23949691][bookmark: _Toc23949830][bookmark: _Toc23949969][bookmark: _Toc24027121][bookmark: _Toc24618546][bookmark: _Toc24620653][bookmark: _Toc23949553][bookmark: _Toc23949692][bookmark: _Toc23949831][bookmark: _Toc23949970][bookmark: _Toc24027122][bookmark: _Toc24618547][bookmark: _Toc24620654][bookmark: _Toc23949554][bookmark: _Toc23949693][bookmark: _Toc23949832][bookmark: _Toc23949971][bookmark: _Toc24027123][bookmark: _Toc24618548][bookmark: _Toc24620655][bookmark: _Toc23949555][bookmark: _Toc23949694][bookmark: _Toc23949833][bookmark: _Toc23949972][bookmark: _Toc24027124][bookmark: _Toc24618549][bookmark: _Toc24620656][bookmark: _Toc23949556][bookmark: _Toc23949695][bookmark: _Toc23949834][bookmark: _Toc23949973][bookmark: _Toc24027125][bookmark: _Toc24618550][bookmark: _Toc24620657][bookmark: _Toc23949557][bookmark: _Toc23949696][bookmark: _Toc23949835][bookmark: _Toc23949974][bookmark: _Toc24027126][bookmark: _Toc24618551][bookmark: _Toc24620658][bookmark: _Toc23949558][bookmark: _Toc23949697][bookmark: _Toc23949836][bookmark: _Toc23949975][bookmark: _Toc24027127][bookmark: _Toc24618552][bookmark: _Toc24620659][bookmark: _Toc23949559][bookmark: _Toc23949698][bookmark: _Toc23949837][bookmark: _Toc23949976][bookmark: _Toc24027128][bookmark: _Toc24618553][bookmark: _Toc24620660][bookmark: _Toc52525793][bookmark: _Toc517364876]Request an Appeal (of a COMP Opinion)
In addition to the steps in the general procedure as described in Create a new submission (general procedure for all submission types), note the following:
1. As submission type, click on “Appeal” and then click “Select”;
2. Click “Create and Next” – you will see the message “processing…” for a short while;
3. Click “Continue to submission form”;
4. Click on “Start Appeal” and the “View Start Appeal Form” screen appears;
a. Click on the magnifying glass to select the procedure to be appealed – only cases which have been submitted and are currently in ongoing status are displayed;
b. Click on one of the procedures listed then click Select” and “Submit”;
5. From the “Submission Form” screen, click on the “Ground of appeal” Section; fill in the relevant information in the mandatory “Applicant's grounds for appeal *” box and click “Save and Return”;
[bookmark: _Toc23949561][bookmark: _Toc23949700][bookmark: _Toc23949839][bookmark: _Toc23949978][bookmark: _Toc24027130][bookmark: _Toc24618555][bookmark: _Toc24620662][bookmark: _Toc52525794]Submit an Annual Report for an orphan designation
The process for submitting Annual Reports has now been simplified. Applicants are not requested to compile and submit the previous PDF form, which has been removed from the website. It is now only necessary to complete the information in a few specific data fields in IRIS.  Uploading additional supporting documents is still possible but not mandatory.
In addition to the steps in the general procedure as described in Create a new submission (general procedure for all submission types), note the following additional points:
1. As submission type, click on “Annual Report” and then click “Select”;
2. Click “Create and Next” and then click “Continue to submission form”; 
3. Click on “Regulatory Entitlement” (a generic term for a right granted to a sponsor such as an orphan designation or a transfer of orphan designation);
a. In the “Regulatory Entitlement” window, click on the magnifying glass symbol to search through the existing orphan designations for your organisation;
b. Select the orphan designation for which you are submitting the Annual Report and click “Save and Return”. If you cannot find your orphan designation, please contact the Orphan medicines office;
4. Click on “Scientific content” and complete the information in the data fields, amending the prefilled fields where appropriate. All fields with an asterisk are mandatory. Click on “Save and Return”;
5. Back in the Submission Form screen, click on “Submission Notes”, enter any additional free-text information that you want the EMA Orphan Medicines team to know and click “Save and Return”. 
[bookmark: _Toc52525795]Other post-designation procedures for orphan-designated products
[bookmark: _Hlk46157855]All other post-designation procedures for existing orphan designations should be submitted via IRIS, choosing the appropriate procedure type. These include: 
· Submission of a report for the Maintenance of the Designation Criteria at Marketing authorisation (or extensions)
· Submission of a report for a Review of the Designation criteria after 5 years
· Request for an Amendment of an existing Orphan designation (to change the condition)
· Request to transfer an Orphan Designation
· Request of removal of an Orphan designation from the EC Orphan register
· Change of name and/or address of the Sponsor of an orphan designation.
The procedures are very similar to the general procedure as described in Create a new submission (general procedure for all submission types), and are not listed for brevity. For general information on these submission types, see the Activities after orphan designation webpage in the main EMA website. 
[bookmark: _Toc52525796]How to check if an Orphan Drug Sponsor (Location of an organisation) has associated Regulatory entitlements 
Go to Link https://ec.europa.eu/health/documents/community-register/html/reg_od_act.htm?sort=a and search for EU product e.g. EU/3/19/2181.
Click on the EU number from the search results. For field "Sponsor" -Organisation name and location will be mentioned. This location has Regulatory entitlements and the same can be selected in IRIS while drafting a form.



[bookmark: _Toc52525797]Scientific Advice
For general information on Scientific Advice, please consult the Scientific advice and protocol assistance section of the EMA website. For specific information on how to prepare a Scientific Advice submission, including the Scientific Document (Briefing Document), please see the How to submit a scientific advice or protocol assistance request section on the EMA website. 
[bookmark: _Toc52329679][bookmark: _Toc52525450][bookmark: _Toc52525554][bookmark: _Toc52525610][bookmark: _Toc52525798]
[bookmark: _Toc52525799]Create an application for an Initial Scientific Advice (Human) 
In addition to the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), select “Initial Scientific Advice-Human” as the type of submission. nNote the following additional points:
The reference number will contain SA (e.g. EMA/SA/0000001234) for your draft submission displayed on the upper right-hand side of the “Portal – New Submission” screen.
There is a list of eleven steps (tabs) starting with “Administrative Information” and ending with “Declaration”) relating to the OD Application displayed on the left-hand side of your screen; the two sections “Administrative Information” and “Select Primary RPI” must be completed, before the other sections (tabs) become available (they turn from grey to blue). 
You can optionally select additional (secondary) RPIs to link to your procedure by clicking on “Add Additional RPIs” (Figure 4). Note that only RPIs “owned” by the same applicant can be added. 
Some sections/tabs may not be applicable, e.g. “Parallel Consultation EMA/EUnetHTA”; however, at least the mandatory field(s) marked with a red asterisk “*” should be completed.
[bookmark: _Ref46927882]Figure 94 - How to include additional RPIs
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[bookmark: _Toc52525800]Create an application for other Scientific Advice procedures
[bookmark: _Toc52525801]Initial Scientific Advice – Veterinary
Follow the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), selecting “Initial Scientific Advice-Veterinary” as type of submission. 
[bookmark: _Toc52525802]Initial Protocol Assistance
Protocol Assistance is Scientific Advice for designated orphan medicinal products. In addition to questions on quality, safety and clinical aspects, questions on significant benefit may also be discussed.
In addition to the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), note the following additional points:
· The applicant must be the same as the Orphan Designation Sponsor. 
· While drafting this type of application, applicant cannot proceed further than “Orphan Designation” until an existing orphan designation (or at least a positive opinion date), for a product belonging to the same customer, has been selected first and associated to the submission. While Iit is possible to submit the application after a COMP Opinion has been adopted, but before the formal Decision by the European Commission, by choosing the ongoing procedure instead of an Orphan Designation; however, the Decision must be adopted before the start date of the Protocol Assistance procedure.. 
· Please note that several fields will be prepopulated from the associated orphan case and cannot be changed. These include the RPI, and the medical condition (which is must be the same as the orphan condition in the designation, by law). 
[bookmark: _Toc52525803]Initial Qualification Procedure
In addition to the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), note the following additional points:
· Select “Initial Qualification Procedure” as Submission Type.
[bookmark: _Toc52525804]Follow up Scientific Advice – Human
In addition to the steps in the general procedure as described in section 2.3  Create a new submission (general procedure for all submission types), note the following additional points:
· Select “Follow up Scientific Advice-Human” as Submission Type;. 
· You will be able to proceed only by selecting a previously completed Scientific Advice procedure (chosen from the popup list, showing procedure number and condition for all scientific advices, from any applicant). This is done in section “Select Previous Scientific Advicse” for selection..
· An RPI is mandatory; if the RPI was present in the previous Scientific Advice, it will be added automatically, otherwise it is necessary to choose an existing RPI (assigned to the same location).
· Please note that several fields will be prepopulated from the previously completed initial scientific advice case and cannot be changed. These include the RPI, the medical condition, and the areas of advice. Only previously discussed areas of advice (or a subset) can be included in a follow-up procedure.  
[bookmark: _Toc52525805]Follow up Scientific Advice – Veterinary
In addition to the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), note the following additional points:
Select “Follow up Scientific Advice-Veterinary” as Submission Type;. 
You will be able to proceed only after selecting a previously completed Scientific Advice – Veterinary procedure;. 
An RPI is mandatory; if the RPI was present in the previous Scientific Advice, it will be added automatically, otherwise it is necessary to choose an existing RPI (assigned to the same location).

[bookmark: _Toc52525806]Follow up Protocol Assistance
In addition to the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), note the following additional points:
Select “Follow up Protocol Assistance” as Submission Type. Please note that it is possible to select this procedure type even if the previous submission was made for Scientific Advice, rather than protocol Assistance;. 
You will be able to proceed only after selecting a previously completed Scientific Advice or Protocol Assistance procedure. These appear in the section “Select Previous Scientific Advise” for selection. 
While drafting this type of application, applicant cannot proceed further than “Orphan Designation” until an existing orphan designation (or at least a positive opinion date), for a product belonging to the same customer, has been selected first and associated to the submission. It is possible to submit the application after a COMP Opinion has been adopted, but before the formal Decision by the European Commission, by choosing the ongoing procedure instead of an Orphan Designation; however, the Decision must be adopted before the start date of the Protocol Assistance procedure.
Please note that several fields will be prepopulated from the associated orphan case and cannot be changed. These include the RPI and the medical condition (which must be the same as the orphan condition in the designation, by law). 
[bookmark: _Toc52525807]Follow up Qualification Procedure
In addition to the steps in the general procedure as described in section 2.3 Create a new submission (general procedure for all submission types), note the following additional points:
Select “Follow up Qualification Procedure” as Submission Type;.
You will be able to proceed only after selecting a previously completed Qualification procedure. These appear in section “Select Previous Scientific Advice” for selection. 
[bookmark: _Toc24618558][bookmark: _Toc24620665][bookmark: _Toc24618559][bookmark: _Toc24620666][bookmark: _Toc24618560][bookmark: _Toc24620667][bookmark: _Toc24618561][bookmark: _Toc24620668][bookmark: _Toc24618562][bookmark: _Toc24620669][bookmark: _Toc24618563][bookmark: _Toc24620670][bookmark: _Toc24618564][bookmark: _Toc24620671][bookmark: _Toc24618565][bookmark: _Toc24620672][bookmark: _Toc24618566][bookmark: _Toc24620673][bookmark: _Toc24618567][bookmark: _Toc24620674][bookmark: _Toc24618568][bookmark: _Toc24620675][bookmark: _Toc24618569][bookmark: _Toc24620676][bookmark: _Toc24618570][bookmark: _Toc24620677][bookmark: _Toc24618571][bookmark: _Toc24620678][bookmark: _Toc24618572][bookmark: _Toc24620679][bookmark: _Toc24618573][bookmark: _Toc24620680][bookmark: _Toc24618574][bookmark: _Toc24620681][bookmark: _Toc24618575][bookmark: _Toc24620682][bookmark: _Toc24618576][bookmark: _Toc24620683][bookmark: _Toc24618577][bookmark: _Toc24620684][bookmark: _Toc24618578][bookmark: _Toc24620685][bookmark: _Toc24618579][bookmark: _Toc24620686][bookmark: _Toc24618580][bookmark: _Toc24620687][bookmark: _Toc24618581][bookmark: _Toc24620688][bookmark: _Toc24618582][bookmark: _Toc24620689][bookmark: _Toc24618583][bookmark: _Toc24620690][bookmark: _Toc24618584][bookmark: _Toc24620691][bookmark: _Toc24618585][bookmark: _Toc24620692][bookmark: _Toc24618586][bookmark: _Toc24620693][bookmark: _Toc24618587][bookmark: _Toc24620694][bookmark: _Toc24618588][bookmark: _Toc24620695][bookmark: _Toc24618589][bookmark: _Toc24620696][bookmark: _Toc24618590][bookmark: _Toc24620697][bookmark: _Toc24618591][bookmark: _Toc24620698][bookmark: _Toc24618592][bookmark: _Toc24620699][bookmark: _Toc24618593][bookmark: _Toc24620700][bookmark: _Toc24618594][bookmark: _Toc24620701][bookmark: _Toc24618595][bookmark: _Toc24620702][bookmark: _Toc24618596][bookmark: _Toc24620703][bookmark: _Toc24618597][bookmark: _Toc24620704][bookmark: _Toc24618598][bookmark: _Toc24620705][bookmark: _Toc24618599][bookmark: _Toc24620706][bookmark: _Toc24618600][bookmark: _Toc24620707][bookmark: _Toc24618601][bookmark: _Toc24620708][bookmark: _Toc24618602][bookmark: _Toc24620709][bookmark: _Toc24618603][bookmark: _Toc24620710][bookmark: _Toc24618604][bookmark: _Toc24620711][bookmark: _Toc24618605][bookmark: _Toc24620712][bookmark: _Toc24618606][bookmark: _Toc24620713][bookmark: _Toc24618607][bookmark: _Toc24620714][bookmark: _Toc23949564][bookmark: _Toc23949703][bookmark: _Toc23949842][bookmark: _Toc23949981][bookmark: _Toc24027133][bookmark: _Toc24618608][bookmark: _Toc24620715][bookmark: _Toc23949565][bookmark: _Toc23949704][bookmark: _Toc23949843][bookmark: _Toc23949982][bookmark: _Toc24027134][bookmark: _Toc24618609][bookmark: _Toc24620716][bookmark: _Toc23949566][bookmark: _Toc23949705][bookmark: _Toc23949844][bookmark: _Toc23949983][bookmark: _Toc24027135][bookmark: _Toc24618610][bookmark: _Toc24620717][bookmark: _Toc23949567][bookmark: _Toc23949706][bookmark: _Toc23949845][bookmark: _Toc23949984][bookmark: _Toc24027136][bookmark: _Toc24618611][bookmark: _Toc24620718][bookmark: _Toc23949568][bookmark: _Toc23949707][bookmark: _Toc23949846][bookmark: _Toc23949985][bookmark: _Toc24027137][bookmark: _Toc24618612][bookmark: _Toc24620719][bookmark: _Toc23949569][bookmark: _Toc23949708][bookmark: _Toc23949847][bookmark: _Toc23949986][bookmark: _Toc24027138][bookmark: _Toc24618613][bookmark: _Toc24620720][bookmark: _Toc23949570][bookmark: _Toc23949709][bookmark: _Toc23949848][bookmark: _Toc23949987][bookmark: _Toc24027139][bookmark: _Toc24618614][bookmark: _Toc24620721][bookmark: _Toc23949571][bookmark: _Toc23949710][bookmark: _Toc23949849][bookmark: _Toc23949988][bookmark: _Toc24027140][bookmark: _Toc24618615][bookmark: _Toc24620722][bookmark: _Toc23949572][bookmark: _Toc23949711][bookmark: _Toc23949850][bookmark: _Toc23949989][bookmark: _Toc24027141][bookmark: _Toc24618616][bookmark: _Toc24620723][bookmark: _Toc23949573][bookmark: _Toc23949712][bookmark: _Toc23949851][bookmark: _Toc23949990][bookmark: _Toc24027142][bookmark: _Toc24618617][bookmark: _Toc24620724][bookmark: _Toc23949574][bookmark: _Toc23949713][bookmark: _Toc23949852][bookmark: _Toc23949991][bookmark: _Toc24027143][bookmark: _Toc24618618][bookmark: _Toc24620725]

[bookmark: _Toc52525808]ITF Briefing Meeting Requests	Comment by Paolo Tomasi: @Pitera Gosia, @Ehmann Falk please check this section and amend as necessary
First stage (Creation of draft):
In the IRIS portal, Sign-in using your credentials from the EMA account registration. You will see your profile, which you will be able to amend and save.
Click on “Draft submissions”, then on “Create new submission”.
From the drop-down arrow in the box “Are you applying as an individual or on behalf of an organisation?” select either and click “Next”; if applying on behalf of an organisation, you will need to select which organisation, among those you are affiliated to, and subsequently the location (address). The organisation must be already registered in the EMA Organisation Management System (OMS). Refer to the IRIS guide to registration section ‘4. Organisation registration in OMS (SPOR).’
In ‘Submission type’ window, use the search symbol to look up the submission types available, click on “ITF Briefing Meeting Request” and click on “Select”. Then choose ‘Manager’ from drop down list and add yourself. If applying on behalf of an organisation, you can also add other managers, among those also affiliated to that organisation with the role of Manager. It is recommended to have at least two managers.
Click on “Create and Next”/ “Submit”. A new screen appears, where first step is to choose a Research Product Identifier (RPI).
Second stage (Research Product Identifier):
AAn RPI identifies a unitary research and development process, for a single product or a technology, methodology, multiple products. Click on “Select RPI”, then on the magnifying glass search symbol to bring up a list of RPIs numbers already assigned to you (or your organisation) and select one to proceed, then click on “Save and return”.
If you do not see the appropriate RPI in the list:
Make sure you read the instruction in the RPI selection page. The RPI may already exist, but “owned” by another sister company in the same or a different country, a different company or a consultant. In such cases, it won’t appear in the selection list, and you need either to request affiliation to the RPI “owner”, or the “owner” should transfer  the RPI to your company, depending on which company should be the holder of the Regulatory Entitlement(e.g. Orphan designation, Marketing Authorisation, etc).
For a new single medicinal product, please request one RPI via IRIS following the IRIS guide to registration section: ‘8. How to create a ‘Request for a ‘Research Product Identifier’. This is a separate submission. After receiving communication from EMA that your RPI has been created, you can go back to your draft submission and proceed to the steps below. 
If your RPI is intended to cover multiple products/ methodology/ technology/ method or other topic, please contact ITFSecretariat@ema.europa.eu beforehand. You will be provided and requested to complete the ‘ITF RPI request form’. Upon receipt of the form the secretariat will create an RPI for you. These ‘special’ RPIs cannot be requested via IRIS. 
Third stage (completion of the submission):
Open and complete all sections of the submission form, from “Submission details” until ‘Declaration’ and click “Save and Return”. NOTE: Mandatory fields marked with a red asterisk “*” must be completed. Please input “N/A” if the field is not relevant. You will see green ticks against completed sections.
Please ensure you carefully review the input and tick the agreement of the ‘Declaration’ and click on ‘Submit Application’. NOTE: you may ‘Generate your Application Form’ before submitting it by clicking on this option in this section; this creates a Word file with a summary of your application in the “Documents from Applicant” section, which you can download.
Choose your SME status if applicable, in ‘Please indicate if you have SME status at submission’ section
Click on ‘Submit your Application’ 
NOTES: 
The section “Documents from applicant” is available to upload any supporting documents but it’s not mandatory. The documents can be sent to the ITF Secretariat via email. 
The section “Documents from EMA” is where you can find any documents provided by EMA to you, including the minutes from the meeting. The ITF Secretariat will email the documents to you.
If you wish to complete your application at the later stage, you may do it so by clicking on ‘Save and return’ under section and come back to the submission later. Your draft submission will be available in ‘Draft Submissions’. You may edit it by clicking on the downward-facing arrow and selecting ‘Edit’. 



[bookmark: _Toc52525809]Appendix
[bookmark: _Toc52525810]Scientific Advice FAQs
Frequently asked questions related to Scientific Advice can be found in “Forums” tab in IRIS website.


Marketing Status
Initial Marketing Status Reporting
In addition to the steps in the general procedure as described in 2.3. Create a new submission (general procedure for all submission types), note the following additional points:

The reference number will contain MS (e.g. EMA/MS/0000001234) for your draft submission displayed on the upper right-hand side of the “Portal – New Submission” screen.
There is a list of four steps (tabs) starting with “Select Authorised Product” and ending with “Submit Application” relating to the Application displayed on the left-hand side of your screen; 
[bookmark: _Ref48131510]After selection of authorised product from the list, click on section “Add Marketing Status Report”. In this section, click on edit to add presentation. 
By default, when a product is authorised and added to IRIS, all presentations are recorded as “Not marketed (not yet placed on the market)” for all MS.
In Marketing Status field-select any one value depending on the product marketing status. 
When “Not marketed” is selected (temporarily ceased or permanently ceased), below fields are enabled and to be filled by applicant:
“Date of Cessation”, “Reason for Cessation”, “Does cessation lead to shortage?” and “Estimated date of reintroduction”. “Actual date of reintroduction” is reset(blank).
“Date of initial placing on the market” is greyed out and not available for entering the data.
When “Marketed” is selected after “Not marketed (temporarily ceased or permanently ceased)” was previously selected, an additional field “Actual date of reintroduction”, “date of initial placing on the market” is enabled for user to fill. “Estimated date of reintroduction” will be reset (blank) for user to add the details.
Please note “Date of Cessation”,” Reason for Cessation”, “Does cessation lead to shortage? “and “Estimated date of reintroduction “are greyed out.
User can add multiple presentations for an authorised product by selecting “yes” to below field.
Figure 5 - How to add Marketing Status details 
[image: ]
Note: An organisation can have multiple submissions and each submission can have an authorised product and each authorised product can have multiple presentations attached to it.
Presentation can be deleted by clicking on delete, right below the edit button but caution needs to be taken that at-least one presentation is present. If applicant has deleted all presentations by mistake, then a new form needs to be drafted from start and the existing form cannot be used.
After one or more presentations has been added, you can confirm the declaration and submit application (indicate the SME status). Submission will be shown in Outgoing tab once submitted.
Figure 6 - How to add Marketing Status details 
[image: ]
Update Marketing Status Reporting
In addition to the steps in the general procedure as described in Create a new submission (general procedure for all submission types), note the following additional points:

The reference number will contain MS (e.g. EMA/MS/0000001234) for your draft submission displayed on the upper right-hand side of the “Portal – New Submission” screen.
There is a list of four steps (tabs) starting with “Select Authorised Product” and ending with “Submit Application”) relating to the Application displayed on the left-hand side of your screen.
Select the authorised product from the list, In the “Update Marketing Status report” section, you will see two buttons on right-hand side “Update Product Presentation” and “Add Product Presentation”. This section enables the applicant to update the previous submitted submission (Initial Marketing Status Report) or add new presentation to that submission.
Update Product Presentation- click on “Update Product Presentation” to update existing product presentation. A new screen will appear, select product presentation and click on Submit. Now edit operation can be performed as done in Section 6.1 point 3 above.
Add Product Presentation-To add new presentation to this submission, click on “Add Product Presentation”, a new screen appears where new product presentation can be added, after selection of new product presentation, click on submit and you are taken back to “Update Product Presentation” section. Now edit operation can be performed as done in Section 6.1 point 3 above.
Once added/updated, rest of the procedure remains the same to confirm the declaration and submit application (indicate the SME status). Submission will be shown in Outgoing tab once submitted.


Product Management
Request for Research Product

Transfer a Research Product
This submission will help the industry users to transfer existing RPI’s to new organisation. User can submit this request by filling below form
In addition to the steps in the general procedure(Step1 to Step7) as described in 2.3. Create a new submission (general procedure for all submission types) by selecting “Transfer a Research Product “in the submission type.
Following four tabs will be shown to user 
‘Select Research product to be transferred’- Click on this tab, new screen opens. Please note that you can only see and choose RPIs that are registered to an organization to which you are affiliated as an Industry manager. If you are applying on behalf of a different organisation, you should either request affiliation to the RPI "owner", or the RPI owner should transfer the RPI to your organisation (via a separate IRIS procedure).Select a proper RPI using the search icon option and click on “Save and Return”;
[image: ]
‘Transfer Details’-Click on the tab, a new screen appears. Here the current sponsor details will be shown to reader in ‘read-only’ mode and below that user can add details like “New Sponsor Type” as Organisation/Individual and selecting the new Organisation and adding correct address in box provided.Once all details has been added,click on “Save and Return”.
[image: ][image: ]

Declaration- click on this tab, new screen appears. Select the checkbox for the declaration and click on “Save and Return”;
Submit Application- once all above tabs has been filled and green tick shows against them, ‘Submit Application’ buttons become enabled. Click on it, a new screen opens, select the checkbox asking for confirmation, click on “Submit Button”.
Once submitted, Submission will be shown in Outgoing tab.
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