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1. STATEMENT OF POLICY

The EVHRDC ERC’s duty is to maintain the confidentiality of all protocols and other
documents. All documents shall be systematically organized, filed, coded, and labeled
for preservation and easy retrieval.

The ERC properly handles the original documents and copies of these documents during
the day-to-day operation of the EVHRDC ERC to protect the confidentiality of study files
and control and care in the distribution and storage of confidential documents of the
ERC.

Study files submitted to the ERC and related documents are considered confidential,
such as:

. Study protocols and related documents (case report forms, informed
consent documents, diary forms, scientific documents, expert’s opinions, or
reviews)

o EVHRDC ERC documents (Meeting minutes, advice, and decisions)

. Correspondence (experts, auditors, study participants, etc.)

The EVHRDC ERC will adhere to the applicable provisions of the Data Privacy Act of
2012.

2. OBIJECTIVE/S OF THE ACTIVITY

To describe the EVHRDC ERC procedures related to maintaining the confidentiality of the
study files and other ERC documents.



3. SCOPE AND APPLICABILITY

This SOP provides instructions to the EVHRDC ERC Staff Secretary related to maintaining
the confidentiality of all study files and documents.

4. ROLES AND RESPONSIBILITIES

ERC Chair — reviews and approves the request to access files.

ERC Staff Secretary - ensures that confidentiality is maintained in the management of all
study files and records and supervises the access of files.

5. WORKFLOW
ACTIVITY RESPONSIBILITY
ERC Member,
Step 1: Requests for access to confidential files Non-member

Step 2: Approval of request for access and retrieval of ERC Chair, ERC
documents Vice-Chair

Step 3: Supervise the use of retrieved confidential
ERC Staff Secretary
document

Step 4: Return document to the protocol file folder ERC Staff Secretary

6. DESCRIPTION OF PROCEDURES

6.1 Requests for access to confidential files

A request to access the confidential files is submitted using Form 31.1
Request to Access ERC Files.

6.2 Approval of request for access and retrieval of documents
Access to EVHRDC ERC confidential documents is subject to the following
limitations:
e ERC members and staff with a signed confidentiality Agreement and
Disclosure of Conflict of Interest can access confidential documents
outside of regular protocol review access, upon request.
e Non-members can access specific documents by submitting a formal
request. The ERC staff secretary will require a signed Form 31.1
Request to Access ERC Files for confidentiality agreement. The ERC
Chair will approve the request.



e Only ERC officers, which include the ERC Chair, ERC Vice-Chair, and
ERC Member Secretary can approve access to confidential documents.

e Regulatory authorities have full access to EVHRDC ERC documents
provided it is within their mandate (e.g. FDA) and upon reasonable
notice to make the files available signed by the recognized official of
the regulatory authority (e.g. FDA Director).

The staff secretary makes a record every time a document of the EVHRDC ERC
is accessed as described above.

Form 31.2 Log of Request for Copies of Documents, a log filed in the protocol
folder is dedicated for purposes of recording access as described above,
which contains the following fields of information:

e Study file code
Date borrowed
Name of borrower
Signature of borrower upon retrieval
Signature of EVHRDC ERC Staff upon return of document to file box
Document copied
Number of copies made

Number of copies received

All requests for access are recorded by the staff secretary in the log before
copies of any documents are released.

6.3 Supervise the use of retrieved confidential document

Access to documents is generally room use only, but requests to make
copies can be accommodated on a case to case basis. The staff secretary
makes only the exact number of copies requested. The recipient signs Form
31.2 Log of Request for Copies of Documents.

6.4 Return document to the protocol file folder
The ERC staff secretary is responsible for returning the documents in the
protocol file folder in the file storage cabinet after making sure that all
documents are complete as per Form 29.1 Protocol Index.

7. FORMS AND TOOLS

Form 29.1 Protocol Index
Form 31.1 Request to Access ERC Files
Form 31.2 Log of Request for Copies of Documents
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