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1. Purpose:
The purpose of this Standard Operating Procedure (SOP) is to provide instructions for

storing inactive study files and administrative documents in a secured manner while

maintaining access for review by auditors and inspectors.

2. Scope
This SOP applies to archiving the study related documents for time period required as well

as to retrieving these files as needed.

3. Responsibilities:

Head of the Department, Study Coordinator and the Secretariat will be responsible for

maintaining inactive study related documents.

4. Applicable rules, regulations and guidelines

o New Drugs and Clinical Trials Rules 2019

e [thical Guidelines for Biomedical and Health Research involving Human Participants,
ICMR 2017

e ICH E6(R3) EWG Draft Guidelines dated 19™ April, 2021.

5. Reference to other applicable SOPs

SOP No: 12/05 Source documents.

SOP No. 16/05 Establishing a Trial Master File (TMF)

6. Detailed instructions

6.1 Procedure for archiving the documents

6.1.1 Afier the submission of study closure report to the [EC, the procedure for archiving
the study documents must be initiated.
6.1.2  All the files pertaining to the study including the participant files, electronic data in

the form of CDs and trial master files must be archived.
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6.1.3

6.1.4

6.1.5

6.1.6

6.1.7

Archiving of study files must be done by the study coordinator under the

supervision of the PI.

At the time of archiving, the study coordinator must enter the details of the study

in the archival ledger and specify the location of the study file in the index of

archival ledger.

The index of the archival ledger shall list the study files numerically by study

number. Each entry on the index shall list the study number, the date the study file

was archived, and the title of the study.

Archived study files shall consist of:

o Trial master files including for example, the protocol and ICD versions, interim
reports, all correspondence (with sponsors. ethics committee etc.) and a master
copy of the final report

¢ Patient related documents (including all source documents, CRFs, filled ICFs)

e Any other relevant documents

« An clectronic copy of the final report [if requested by the sponsor|

Study files will be retained for a minimum of 5 years and a maximum of 13 years

after completion of study (subjected to change as per sponsor SOP in case of

pharmaceutical industry sponsored trial). After that time, the Pl can continue
storage of files in another location after obtaining permission from sponsor. In all
such cases, study file transfer or disposal should be noted in the index of the archival

ledger.

6.2 Accessibility of archived documents

6.2.1

6.2.2

The key(s) of the archival room will be available only with the Head of Department
[HOD].
The HOD or the designee shall be the only individual with access 10 the archives.

The HOD will designate an alternate person when he/she is absent. In the event of
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the retirement of the HOD, the key(s) to the archives will be passed on to the
subsequent HOD who will assume responsibility for the archiving.
A check - in/ check- out log for the archived document will be kept by the

secretariat, This log shall contain the following information:

¢ The study number and Title of the study

s The name of the borrower

e The check-in date

o The check-out date

s Spaces for the sceretariat and borrower to initial both the check-in and check-out date

6.3 Retrieval of already archived documents

6.3.1

6:3.2

6.3.3

6.3.4
0:3.5

Requests for retrieval of already archived documents by sponsor(s) should be made
to the HOD.

A separate ledger called *Archives retrieval ledger’ must be maintained for study
files which are accessed after archival.

During every retrieval, an entry should be made in the ledger by the study
coordinator stating the name of the person seeking retrieval, date and purpose of
retrieval.

No alterations or additions shall be made to those files

The study file(s) shall be returned to the study coordinator by the same individual
who retrieved it in the same organized manner as it was retrieved earlier.

During return of the retrieved files, the study coordinator and the borrower should
initial in the archival retrieval ledger.

Overall supervision of the procedures will be done by the respective Pl of the study.
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