

    
    
    
        
            
                
                     
                    
                         User Help
                    
                    	Home
	Help  
                                        
                                                	Vault Safety
	Vault SafetyDocs
	
	Vault Platform Help


                                            

                                        
	Resources 
                                            
                                                	How-To Videos
	Feature Enablement 
                                                        
                                                            	 Safety Enablement
	SafetyDocs Enablement


                                                        

                                                    
	Safety REST API
	
	Glossary
	Field Guide


                                            

                                        


                

                
                    
                

                
                
                    
                        
                                
                                    
                                    
                                        
                                            

                                            
                                                
                                                    
                                                        
                                                        
                                                            
                                                        
                                                        
                                                    

                                                

                                            

                                        

                                    

                                

                        
                    
                
                    	Release Notes 
                                    
                                    
                                    

                                    
	Version  
                                    
                                        	General Release 23R3
	Limited Release 23R3


                                    

                                    



                    
                         Menu
                    

                

            

        

    



    

    
    
        
            
                
                  
    
        
        

    

  
  



	
        Get Started
        
          	
                  Vault Safety Overview
                
	
                  First Steps for Safety Administrators
                
	
                  Log In and Out
                
	
                  Navigate Vault Safety
                
	
                  View and Manage Tasks
                
	
                  Using Workflows
                
	
                  Searching Your Safety Vault
                
	
                  Vault Safety Keyboard Shortcuts
                


        

    
	
        Case Intake
        
          	
                  Inbox Item Transition From AERs
                
	
                  Case Intake Overview
                
	
                  Receive an E2B Transmission
                
	
                  E2B Case Import Data Mapping
                
	Inbox Item Intake
	
	
                  Manual Inbox Item Intake
                
	
                  Import an Inbox Item
                
	
                  Inbox Item Study and Product Matching
                
	
                  Perform Local Language to English Intake
                
	
                  Inbox Item Field Reference
                
	AER Intake
	
	
                  Create an AER
                
	
                  AER Field Reference
                
	
                  Reject an AER
                
	
                  Request Additional Information
                
	Case Promotion
	
	
                  Promote to Case
                
	
                  Promote to Multiple Cases
                
	
                  Inbox Item Follow-Up
                
	
                  Copy Patient Information from Existing Case
                
	
                  Merge to In-Flight Case
                
	
                  Automated Case Promotion
                


        

    
	
        Process a Case
        
          	
                  Case Processing Overview
                
	
                  About the Case Page
                
	
                  Complete Case Triage
                
	
                  Send a Follow-Up Email Questionnaire to a Case Reporter
                
	
                  Assign Action Items
                
	
                  Case Data Auto-Calculations
                  	Auto-Calculations Field Reference
	Manage Auto-Calculation Override
	How Age Fields are Calculated
	How Case Relatedness is Calculated
	How Dose Latency is Calculated
	How Cumulative Dose is Calculated
	How Case SAE and SUSAR Tags are Assigned
	How Case Watchlist Tags and DMEs are Assigned


                
	
                  Enter Case Data
                
	
                  Code Medical Terms and Products
                  	Code MedDRA Terms
	Code WHODrug Products
	Code Japan Drug Dictionary Products
	Auto-Code and Browse Products


                
	
                  Manage Case Blinding
                
	
                  Lock and Unlock a Case
                
	
                  Generate Assessments
                
	
                  Compose a Case Narrative
                
	
                  Review Case Data Entry
                
	
                  Perform Medical Review
                
	
                  Approve a Case
                
	
                  Revise an Approved Case
                
	
                  Close a Case
                
	
                  Audit Case History
                
	
                  Add a Pregnancy Case
                
	
                  Prepare a Domestic Case
                
	
                  Add a Follow-Up Case
                


        

      
	
        Generate Individual Case Safety Reports
        
          	
                  Generate a Regulatory Report
                
	
                  Generate Masked Safety Reports
                
	
                  FDA 3500A Generation Data Mapping
                
	
                  CIOMS I Generation Data Mapping
                
	
                  E2B Generation Data Mapping
                
	
                  Case and Submission Validation
                


        

      
	
      Reporting Rules
        
          	
                  Understand the Reporting Rules Engine
                
	
                  One Last Time Reporting
                
	
                  Reporting Rule Sets
                
	
                  Reporting Rule Parameter Reference
                
	
                  Cross Reporting
                
	
                  Configure Reporting Rules Product Selection
                
	
                  Manage Reporting Rule Versions
                
	
                  Configure Back Reporting
                
	Agency Submission Rules
	
	
                  Standard Agency ICSR Submissions
                
	
                  Assign a Rule Set to an Agency
                
	Distribution Rules
	
	
                  Manage Partner Distribution Lists
                
	
                  Manage MAH Distribution Lists
                


        

    
	
        Send Safety Reports
        
          	
                  Submissions and Distributions Overview
                
	
                  Create a Submission
                
	
                  Create a Distribution
                
	
                  Auto-Submissions
                
	
                  Prepare a Localized Case
                
	
                  Prepare Vaccine Submissions
                
	
                  Suppress, Nullify, or Amend a Safety Report
                
	
                  Withdraw Submissions and Distributions
                
	
                  Send an Email Transmission
                
	
                  Send a Gateway Transmission
                
	
                  Troubleshoot Gateway Transmissions
                  	Troubleshoot FDA Gateway
	Troubleshoot EMA Gateway
	Resolve Gateway Issues


                
	
                  Track a Manual Transmission
                


        

      
	
        Manage Documents
        
          	
                  Add a Document
                
	
                  Edit a Document
                
	
                  Annotate a Document
                
	
                  Merge a Binder to PDF
                
	
                  Archive Documents
                


        

      
	
        Prepare Aggregate Reports
        
          	
                  Aggregate Reports Overview
                
	Create Reports
	
	
                  Create a DSUR
                
	
                  Create a PADER
                  	Create PADER Aggregate Reports
	Sample PADER Generation When Filtering by Transmission Date
	Sample PADER Generation When Filtering by Receipt Date / New Info Date


                
	
                  Create a PBRER
                
	
                  Create a PSUR
                
	
                  Create a CIOMS II
                
	Generate Tabulations
	
	
                  How Aggregate Reports Filter by Data Period
                
	
                  Generate Aggregate Report Tabulations
                
	
                  Generate Masked Aggregate Tabulations (CIOMS II, PBRER and DSUR)
                
	Author Report Documents
	
	
                  Prepare Aggregate Report Documents
                
	
                  Coordinate Aggregate Report Submission
                


        

      
	
        Use Reports and Dashboards
        
          	
                  Reports and Dashboards Overview
                
	
                  Manage Reports
                
	
                  Use Case or Transmission Unique Numbers in Reporting
                
	
                  Manage Report Cover Pages
                
	
                  Manage Dashboards
                
	
                  View Case Volume Metrics
                


        

      
	
        Vault to Vault Connections
        
          	
                  About the Safety-RIM Vault Connection
                


        

      
	
        Configure the Environment
        
          	
                  Administration Overview
                
	Business Administration
	
	
                  Application Licensing for Active Case Versions
                
	
                  Manage Organizations
                
	
                  Administer Products
                  	Manage Products
	Manage Combination Products


                
	
                  Manage Studies
                
	
                  Set Up the Localized Business Admin Library
                
	
                  See Action Items Across Case Versions
                
	
                  Customize the Inbox Item Page Layout
                
	
                  Configure the Inbox Item Follow-Up Case Compare Layout
                
	
                  Configure Case Promotion Settings
                
	
                  Configure Email to Vault Safety Inbox Item
                
	
                  Configure Adverse Event Watchlists
                
	
                  Manage Datasheets and Auto-Expectedness
                
	
                  Set Up Scheduled Follow-Up Questionnaire Emails
                
	
                  Manage Safety Inbox Loader Multi-Case CSV Data Import
                
	
                  Migrate External Cases
                
	
                  Configure Company Product Match Verification
                
	
                  Configure Narrative Templates
                
	
                  Configure Controlled Vocabularies
                
	
                  Configure Reasons Omitted
                
	
                  Bulk Unblind a Study
                
	
                  Configure Blind Protection Relatedness Override
                
	User Administration
	
	
                  Manage Users & Groups
                
	
                  Manage Case Access Group Security
                
	Coding Dictionaries
	
	
                  Manage the MedDRA Dictionary
                
	
                  Manage MedDRA Synonyms
                
	
                  Bulk Recode MedDRA-Coded Terms on Cases
                
	
                  Use MedDRA Queries
                
	
                  Manage the WHODrug Dictionary
                
	
                  Manage the Japan Drug Dictionary
                
	
                  Manage the IMDRF Dictionary
                
	
                  Manage EDQM Mapping for Dose Form and Routes of Administration Terms
                
	Individual Case Safety Report Configuration
	
	
                  Configure Custom Validation Criteria
                
	Transmission Profiles & Gateways
	
	
                  Manage Transmission Profiles
                
	
                  Configure Email Transmissions
                
	
                  Configure AS2 Connections
                  	FDA AS2 Connection
	EMA AS2 Connection
	Health Canada AS2 Connection
	MHRA AS2 Connection
	PMDA AS2 Connection
	NMPA AS2 Connection
	RZN AS2 Connection
	Custom AS2 Connections
	Replace a Gateway Profile with an AS2 Connection


                
	
                  Configure Gateways
                  	FDA Gateway
	EMA Gateway
	Health Canada Gateway
	MHRA Gateway
	PMDA Gateway
	Custom Gateways


                
	
                  Configure Your Vault for the Receive E2B API
                
	Aggregate Report Configuration
	
	
                  Configure Aggregate Reporting Families
                
	
                  Configure Aggregate Report Templates
                
	System Administration
	
	
                  Manage Field Encryption
                
	
                  Configure Object Naming Conventions
                
	
                  Define User Actions for Document States
                
	
                  Configuring the Safety-RIM Vault Connection
                


        

    



	
        Get Started
        
          	
                  Vault SafetyDocs Overview
                
	
                  First Steps for SafetyDocs Administrators
                
	
                  Log In and Out
                
	
                  Navigate Vault SafetyDocs
                
	
                  View and Manage Tasks
                
	
                  Using Workflows
                
	
                  Searching Your Safety Vault
                


        

    
	
        Manage Documents
        
          	
                  Add a Document
                
	
                  Edit a Document
                
	
                  Annotate a Document
                
	
                  Merge a Binder to PDF
                
	
                  Archive Documents
                


        

      
	
        Manage PSMF
        
          	
                  Manage PSMF Binders and Logbooks
                
	
                  Set up PSMF Periodic Reviews
                
	
                  Generate PSMF Documents from Vault Reports
                


        

      
	
        Manage Literature
        
          	
                  Manage the Literature Review Process
                
	
                  Import Literature References from Database Files
                
	
                  Translate Literature Abstracts
                


        

      
	
        Manage PV Agreements
        
          	
                  Manage Pharmacovigilance Agreements
                


        

      
	
        Manage Signals
        
          	
                  Signal Management
                


        

      
	
        Use Reports and Dashboards
        
          	
                  Reports and Dashboards Overview
                
	
                  Manage Reports
                
	
                  Manage Report Cover Pages
                
	
                  Manage Dashboards
                


        

      
	
        Configure the Environment
        
          	
                  Administration Overview
                
	
                  Business Administration
                
	
                  Manage Organizations
                
	
                  Administer Products
                  	Manage Products
	Manage Combination Products


                
	
                  Manage Studies
                
	
                  Manage Users & Groups
                
	
                  PSMF Management
                
	
                  Configure the PSMF Periodic Review Job
                
	
                  Literature Management
                
	
                  Configure Literature Abstract Translation Settings
                
	
                  Aggregate Report Configuration
                
	
                  Configure Aggregate Reporting Families
                
	
                  Configure Aggregate Report Templates
                
	
                  System Administration
                
	
                  Define User Actions for Document States
                
	Periodic Reporting
	


        

      






                

            

            
                
                    Merge a Binder to PDF

                    
                        You can combine and merge multiple documents into one PDF using vault binders.
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About Binder PDF Merge


This page provides basic information to add documents to a binder and merge the binder contents into a single PDF. Vault Help provides more detailed information about using binders.



Note The Binder PDF Merge feature is no longer recommended for generating PSMF binders. As of the 22R3 release, Vault SafetyDocs includes dedicated PSMF document types, along with the ability to generate PSMF PDFs that automatically include logbooks for audit purposes. Using this feature is highly recommended as it eliminates the need for custom configuration and manual processes to create compliant PSMF binders. For more information, See Manage PSMF Binders and Logbooks.

If you have existing custom configuration for PSMF binder generation, you can continue to use it following the documentation on this page.




Prerequisite


Before you can combine and merge documents into a PDF, an administrator must configure the user action. Define User Actions for Document States provides more information.


Security Considerations


Review the following security considerations before you combine and merge a PDF binder:


	The merged PDF will contain only the binder documents that you have access to view.
	Any user who has access to view the binder will be able to view all documents in the merged PDF, regardless of the individual document security settings. 



Create a Binder

	From the menu bar, select Create > Binder.
	On the Create Binder page, select a document type using the document type selector.
	(Optional) Select a binder template. 
This option is only available if the selected document type has associated binder templates.
	Click Next.
	Complete binder fields associated with the document type. 
An asterisk (*) indicates a required field.
	Click Save to create the binder and return to the My Documents view.



Adding Binder Content


You can add and arrange documents in the binder, including sections, to customize what’s included in the generated PDF. When the PDF is generated, the ordering of documents and sections within the binder is maintained.


If you rearrange binder documents, Vault Safety does not update previously generated merged PDFs. You must merge the binder again to reflect the order in a merged PDF.


Generated PDFs include all links and bookmarks from each document in the binder. Vault Safety also respects any version binding settings while combining and generating the PDF. Vault Help provides more information about version binding.


Supported Document Types


You can combine and merge any type of document in a binder that has a viewable rendition. Vault Help lists the file formats supported for viewable renditions.


 
Note Vault Safety does not support nested binders when generating a merged PDF. Any content inside of nested binders will not be included in the PDF.




Add Documents to a Binder

	Open the binder. 
	Select Edit Binder.
	From the binder header area, select Add, and then select one of the following options:
	To add a document from the vault Library to the binder, select Existing Document.
	To upload and add a document from your machine, select Upload File.



	Once you have added the documents, select Done Editing.



Create Document from Template


You can quickly add documents created from templates to specific binder sections.


	Select the binder section, and then in the Actions () menu, select Create > Document from Template.
	In the Choose document type field, select the applicable document type.
	In the Choose template field, select the template, and then select Next.
	Enter the document metadata in the Document Panel, and then select Save.



Result


The document is added to the selected binder section. When first created, the document is in the Planned lifecycle state. For information on how to update the placeholder content from the template, see Edit a Document.


Considerations for PSMF Document Templates


When you create a document from a PSMF Document Template, the system automatically generates a PSMF Logbook. This is accessed through the PSMF Document Panel icon ().


The Logbook automatically tracks the person who made the change and the date of the change. In the Summary of Changes section, you can add a description of the changes. When a PSMF PDF is generated from a binder, the logbook entries across all documents in the binder are included in the PDF.


For more information, see Working with PSMF Documents and Logbooks.


Arrange Documents in a Binder

	Open the binder. 
	Select Edit Binder.
	Select and drag each document to the appropriate order.
	Select Done Editing.



Result


When you combine and merge the binder, the resulting PDF arranges the documents in the same order.


Merge a Document Binder to PDF

	Open the binder. 
	From the All Actions () menu, select Merge Binder to PDF.
This action may be labeled differently, depending on how your administrator configured the action. 



Result


The merged PDF is added to the binder under Attachments.


View and Download the Merged PDF


You can view and download the merged PDF from the vault notification or the binder attachments.


From the Notification


Once the merge PDF action is complete, the system sends a vault notification and email to the user who initiated the action, with a link to download the PDF. The notification contains a table listing which documents did and did not merge.


From the Binder


	Open the binder. 
	Expand Attachments.
You must be in the Mixed View or Field View to see this section.  
	Select the name of the attachment.
A viewable rendition of the file appears in a new window. 
	To save the PDF to your machine, select Download.



Merged PDF Limits


Each time that you combine and merge a PDF on a binder, a new attachment is added to that binder. A binder can have a maximum of 50 attachments.


If you reach this limit and need to combine and merge a new PDF on a binder, you must delete another attachment first.
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