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1. Purpose

This Standard Operating Procedure (SOP) describes the procedure of undertaking qualitative
data analysis to assure the quality of qualitative data collected within trials and studies. To
provide an audit trail of the process of analysing qualitative data as well as the reporting of
qualitative data.

2. Background

Quality assurance (QA) refers to planned and systematic production processes that provide
confidence in a product's suitability for its intended purpose. QA is characterised by a
commitment to ensuring processes are "fit for purpose”. Qualitative data analysis by its very
nature has no “right” answers but a transparent and approved process of checking the analysis
must be followed in all cases.

3. Roles and Responsibilities

The Sponsor has overall responsibility for confirming that the process of quality assuring the
analysis of qualitative data set out in this SOP has been followed. This role will usually be
delegated to the Chief Investigator, with appropriate oversight by the relevant trial committees
e.g. TSC.

The Chief Investigator (Cl) usually has delegated responsibility for ensuring the process of
quality assuring the analysis of qualitative data has been undertaken in accordance with this
SOP.

A Qualitative Researcher (QR) should be designated, and will have appropriate qualifications
and experience and assume responsibility for all qualitative aspects of the trial or study.

A Second Qualitative Researcher (QR2) who will verify that the QA process set out here has
been undertaken should be identified before data analysis begins.

The Trial Manager (TM) should ensure the QA documents are filed in the TMF before
commencing the qualitative analysis of trial or study data.

External use of SOP: this SOP and Associated Documents (AD) may be used for research
projects not adopted by STU where Swansea University (SU) staff and associated NHS
organisations require guidance. In such instances, oversight responsibility for any associated
tasks will not be the responsibility of STU.

4. Procedure

The steps suggested for QA of qualitative analysis are listed below and should be documented
in the relevant qualitative data analysis plan (Q-DAP). A process flow of the procedure can be
found in Appendix 1. Qualitative analysis is iterative and therefore the order of presentation
here is indicative only. (Step 5.1 will be undertaken first in all cases.)
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4.1 Pre-analysis
The QR will develop the Q-DAP, which will detail the QA procedures to be followed in the
study.

The QR must ensure that all documentation is filed and a copy of the QDAP is included in the
Trial Master File (TMF).

Depending on the study design and methods used all data should be prepared for analysis
according to the principle of best practice in relation to issues such as transcription and
anonymisation.

4.2 Starting Analysis
The QR should create and document the coding framework (or equivalent) to be used in the
analysis. This will be tailored to each study and will be revised throughout the analysis period.

The coding framework should clearly describe the approach to the data and should be
discussed and agreed with other QRs. At least one other QR who will undertake the second
coding of an agreed subsample of data should be identified at this stage.

4.3 During Analysis
The QR should keep the coding framework documents under review and it should be
annotated such that researchers unfamiliar with the study would be able to replicate and
understand the analysis.

The coding should be discussed by the QRs as per the Q-DAP until consensus is reached and
the coding framework is finalised.

Updated versions of the coding framework document should be saved under a new version
number and circulated to the team involved in the analysis.

Changes to the analysis as a result of these processes should be recorded in the Qualitative
Analysis Log (QAL) (STU-AD-TMP-014).

4.4 Checking the Analysis
The analysis should be checked by QR2 under the terms set out in the Q-DAP.

Any discrepancies identified should be resolved and the process of resolution should be
recorded in the accompanying QAL. This step must be undertaken at least once in all cases.

4.5 Post Analysis
The QR should ensure that decisions about the coding framework are recorded in the QAL.

The QR must ensure that the most up-to-date Q-DAP and the QAL is filed in the TMF.

A final and complete version of the coded data should be locked when analysis is completed
and this file must be saved in an appropriate format for archiving.
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6. Associated Documents

Number Title Location
STU-AD-TMP-014 QA of Qualitative Analysis Log Q-Pulse
STU-AD-TMP-015 Q-DAP Template Q-Pulse

7. Abbreviations

List of Abbreviations

Cl Chief Investigator

GCP Good Clinical Practice

Q-DAP Qualitative Data Analysis Plan
QAL Qualitative Analysis Log

QR Qualitative Researcher

SOP Standard Operating Procedure
STU Swansea Trials Unit

TMF Trial Master File

8. Appendices
Appendix 1: Document History

Version No: 3 | Effective Date: | 22-Apr-2024
Description of Typographical corrections
changes: Updated to SOP Template v5

Page 3 of 4

NOTE: Saved Copies of Standard Operating Procedures are UNCONTROLLED. Please ensure to use
most recent versions contained within the QMS.




Swansea Trials Unit SOP No: STU-SOP-DMS-003

Swansea University Uned Dreialon Abertawe ,VerSion: 3
Prifysgol Abertawe Effective date: 22-Apr-2024

@)

Appendix 2: Process Flowchart
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