A Comprehensive Literature Review of Definitions and Methods for Assessing Saturation
of Qualitative Data

Miranda Lauher-Charest!, Kristi Jackson’, Cory Saucier’
TIQVIA

IQVIA

Fifteen articles identified 6 different versions of saturation with different definitions and focuses. Of these, 3 present bottom-up,
or inductive, approaches and 3 present top-down, or deductive, approaches. Furthermore, 2 focus primarily on the novelty of
incoming data when determining the point of saturation and 2 focus primarily on the redundancy of incoming data when

(1967) as part of grounded theory; they defined this as the point where “no additional data et al. 20067; and Patrick et al. 20112°) were reviewed and included from hand-searching references despite determining the point of saturation. Neither meaning saturation nor a priori thematic saturation prioritize one area of focus over
are being found whereby the sociologist can develop properties of the category” falling outside of the 10-year window (2013 — 2023) the other (Table 2; Figure 2)

- This has since evolved into the concept of saturation, broadly defined as the point where * Twenty-five articles defined "saturation,” 5 with original definitions and 20 citing at least 1 source, commonly - Sixteen articles described strategies for assessing saturation, each of which aligned to 1 of 6 methods — statistical modeling,
additional data are not likely to produce any new relevant themes. This method is used as Glaser and Strauss (1967; n=7)", Guest et al. (2006; n=3)’, and Morse (1995; 2015; n=3)'% stopping criterion, comparative method, code frequency counts, high order grouping, and code meaning — across 1 of 3
an indicator for stopping data collection in qualitative research « Two articles, LaDonna et al. (2021)'* and Leese et al. (2021)'%, described saturation alternatives: information typologies — sample-focused, analysis-focused, and frequency-focused (Table 3; Figure 3).
power (the smaller the required sample size to reach data adequacy) and theoretical sufficiency (data collection
can stop once the study team has reached an adequate depth of understanding)

Results )

« Atotal of 28 articles were included in this review. A few articles (Bowen et al. 2008 2; Francis et al. 20105, Guest

Background

» An early definition of saturation (theoretical saturation) was described by Glaser and Strauss

» The objective of this review was to identify and evaluate existing definitions and methods for

assessing saturation of qualitative data Figure 2. Relationships between versions of saturation

Figure 3. Relationships between strategies for
assessing saturation

Table 2. Versions of Saturation

Methods

A top-down approach testing
whether data exemplify pre-
existing theory

Strategies focusing saturation
on the relevance of emerging
themes and sub-themes

Term Inductlvg or piman Definition References
deductive focus

« Two search strings were developed: one targeting the topic of interest (saturation) in
qualitative research, and another capturing articles more broadly exploring qualitative
research methodology — which may include saturation (Table 1)

« This was supplemented by hand-searching article references and reviewing grey literature,
which included select FDA, ISPOR, and ISOQOL guidance

®
@ Analysis-focused éQD

Code
Meaning

Deductive

Bowen (2008)?
Braun and Clarke (2021)3
Constantinou et al. (2017)*
Guest et al. (2006)”
Hennink et al. (2017)°

High order
grouping
Strategies focusing saturation Comparative

assessment on the number method
7 and repetition of new codes

= i Code
Data redundancy in the data

Analyses focused on
the presence of new
emergent concepts/

themes in the data

Analyses focused on the
repetition and redundancy
of codes in the data

Table 1. Search Strings

PubMed search string m

Meaning

Data novelty Q

i fi
_ _ o _ _ Hennink et al. (2019)" P Frequency-focused rigZilt?sC 7 Stopping
((“saturation”[Title/Abstract]) AND ((“qualitative” [Title/Abstract]) AND (“qualitative research” Leese et al. (2021)'5 Theoretica Thematic a y J—
Saturation [MeSH]) AND (“method*’[MeSH])) AND ((interview [All Fields]) OR (focus group [All Fields])) 15 A priori The point in data collection when incoming data repeat  \1oser ot al. (2018)19 saturation saturation
AND ((“sample” [Title/Abstract]) OR (“sample size”[Title/Abstract]))) Thematic None what was expressed prior, exemplify existing theory, Nguyen et al. (2023)% Statistical
| | - Saturation Deductive: a top- and no new relevant codes or themes are identified O'Reilly and Parker (2013)2" modelling
L ((“phenomenology”’[Title/Abstract] OR “thematic analysis”[Title/Abstract] OR “content 22 A bottom-up approach that
Qualitative e . e ) e down approach L . " Saunders et al. (2018) sets out to discover Strategies focusing saturation
analysis”[Title/Abstract] OR “grounded theory”[Title/Abstract]) OR “saturation”[Title/Abstract] 230 Code tosti heth Data Novelt The point in data collection when no additional concepts Sebele-Mpofu (202023 concepts/themes in the data assessment on sample size
MethOdOIOgy 7 . . ” . 7 . . ” @ * H €s Ing whetner ata ove y 1 1Fi 1 ili p with no reeXiStin theO
AND (“qualitative”[Title] AND “qualitative research” [MeSH] AND “method*’ [MeSH)])) Saturation i ety are identified, and the codebook begins to stabilize Van Rijnsoever et al. (201728 p g theory p&%
: : @ Sample-focused
. i o . - ] existing theory The point in data collection when incoming data repeat
« The following selection criteria were used for records identified from all sources: 1) the Data Data what was expressed in previous data and produce litle
article was in English, 2) the article was published between 2013 and 2023, and 3) the Saturation Redundance @ levant information

primary focus of the article was qualitative methodology, including but not necessarily limited
to, saturation

Conclusion

The concept of saturation is often leveraged as a means of enhancing the strength and credibility of qualitative
research; however, it is not always well defined, understood or rigorously assessed. This review offers a central

Table 3. Strategies for assessing saturation

Tran et al. (2017)%* used statistical

« Full texts were retrieved if the record: 1) met selection criteria, 2) presented insufficient
information to decide, or 3) was a review article. Articles considered relevant were advanced
to full-text review (Figure 1)

resource for researchers to customize their approach to saturation and transparently communicate that approach to
stakeholders (e.g., regulatory, sponsors, researchers). By doing so, saturation can be systematically assessed

Using a mathematical model to estimate the sample size needed to

Statistical
Figure 1. Screening process PRISMA diagram Modeling RIS SN, ENel 2L el el il el SEmipls S eRiimeer: | meeEing o e ine sempls See for fit-for-purpose and compared by stakeholders who rely on this to discuss conceptual coverage, relevance,
s I will likely be achieved. All done prior to starting data collection needed to reach saturation andiealiohos
ampie- .
Identification of studies via PubMed Identification of studies via other methods Focused o . . _
e Deciding on a pre-determined point (e.g., X number of consecutive Guest et al. (2020)8 developed a
o < interviews where nothing new emerges) at which to stop data mathematical formula to determine an
Criterion . o AN o o References
245 records 37 records identified collection. Saturation is reached at this point interview stopping point
identified Hand-search references: 35 dG_Ifaser BG, Strauss AL. The d/SfxB)very of grounded theory: Strategies for qualltat/vi resear_ch._ Routledge; 201_7., Bowen GA. Naturalistic inquiry and thg saturation con(_:ept. a research note. Qual Res. 2008;8(1):137 15?. .
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