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Traxis General Hospital Indemnity Missing
Traxis General Hospital IP Site Release Document: Missing
Traxis General Hospital Acceptance of Investigator Missing
Traxis General Hospital Data Privacy Agreement Missing

Traxis General Hospital Protocol Amendment Signe Missing
Traxis General Hospital Clinical Trial Agreement Missing
Traxis General Hospital Site Signature and Delegat Missing
Traxis General Hospital IRB/IEC GCP Compliance : Missing
Traxis General Hospital IRB/IEC Submission Missing
Traxis General Hospital 01.08. Labs Missing
Traxis General Hospital 01.02. Inclusion Criteria Missing

Traxis General Hospital 01.04. Medical History Missing (3
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Screen shot highlights icon functionality along with Phase Il trial site information. Buildings depict sites
along with eTMF percentage completion. The report provides a breakdown of missing documents by site.

I-Vault
Electronic Trial Master File System (eTMF)

Industry Leading eTMF

I-Vault is PharmaVigilant Os industry leading, web-based electronic Trial
Master File (eTMF) systemdesigned on an Oracle platform. | -Vault enables
clients to collect, organize, manage, and report on all documents relating

to a clinical trial. I-VaultOs robust system of roles an d privileges enables
the client to grant access to documents within the system based on a
userQOs role and association with a specific study and site. The use of
I-Vault for TMF management translates into simplicity, visibility, control

and inspection readi ness.

Eliminate Manual Processes

To deposit documents in I-Vault, you can upload or scan documents into
the system. Documents can be batch uploaded to accommodate volume
sites or centralized workflow. Once documents are added, I-Vault
automatically direc ts them into their appropriate location with a full audit
trail. There is immediate identification of missing documents, assuring
that each site has a full archive of supporting trial documents.



Greater Visibility, Accuracy and
Control of Data

I-Vault features versioning, document

expiration, email notifications, document C)The use of I-Vault for
tracking and custom tags, barcode and OCR :

support, and an enhanced listing and charting TMF management
tool to rapidly review the status of your translates into
essential and non essential documents. With . . . .
I-Vault®s rediction feature, informed consents simplicity, visibility,
and source documents can be stored with full control and inspection

protection of subject privacy. | -Vault can even
store imagesN saving the cost of using a
separate vendor for image collection and
storage. |-Vault incorporates unlimited rights
and roles to enable global scalability, and the
technology has been transferred globally.

___ Features | Benefits

v" TMF Reference Model System can be deployed with the TMF Reference model 2.0 or
configured to adapt to client’s design and workflow.

readiness.O

v’ eSignature 21 CRF Part 11 compliant enabling faster, more accurate
document processing.

v" Any Document Type Word, Excel, PowerPoint, and images uploaded or scanned/
converted to PDF format.

v Redaction/ Access Control Ability to redact any document complete with audit trail,
ensuring patient privacy.

v Alerts/ Notifications Email alerts to ensure compliance and standardization of
workflow.

v Role Based Access Unlimited number of roles and privileges enable scalability and
global deployments.

v" Ad Hoc Reports Provides full reporting capability and hyperlinks to documents.
Ensures search and retrieval in seconds.

v' Create Any Document System can create all forms, either standardized (1572) or client
specific.

v Barcode/ OCR Support Ability to read from PDF or image data.

v’ Batch Uploader Ability to batch upload in order to support volume or
centralized workflow.

v Report Generator Exports data in PDF format with dynamic table of contents.

v API System has integrated API’s for integration with client’s CTMS

system.



