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Appendix F
Non-Research Evidence Appraisal
Quality

Evidence level and quality rating: Level 5 – Good

We
Article title: Managing Patients with IBS – Can Probiotics and Diet
Help?

Number: 1

Author(s): Philips, Frankie

Publication date: 12/14/2012

Journal: Practice Nurse Volume 2, Issue 19
Setting: N/A

Sample (composition and size): N/A

Does this evidence address my EBP question?
Yes
No- Do not proceed with appraisal of this evidence

❑ Clinical

Practice Guidelines LEVEL IV
Systematically developed recommendations from nationally recognized experts based on research
evidence or expert consensus panel

o Consensus or Position Statement LEVEL IV
Systematically developed recommendations, based on research and nationally recognized expert
opinion, that guide members of a professional organization in decision-making for an issue of concern
§ Are the types of evidence included identified?

Yes

No

§ Were appropriate stakeholders involved in the development of
recommendations?

Yes

No

§ Are groups to which recommendations apply and do not apply clearly
stated?

Yes

No

§ Have potential biases been eliminated?
§ Does each recommendation have an identified level of evidence stated?
§ Are recommendations clear?
Findings That Help Answer the EBP Question

Yes

No

Yes

No

Yes

No

Complete the corresponding quality rating section.

© 2017 The Johns Hopkins Hospital/Johns Hopkins University School of Nursing

1

Johns Hopkins Nursing Evidence-Based Practice

Appendix F
Non-Research Evidence Appraisal
❑ Literature

review LEVEL V
Summary of selected published literature including scientific and nonscientific such as reports of
organizational experience and opinions of experts

❑ Integrative

review LEVEL V
Summary of research evidence and theoretical literature; analyzes, compares themes, notes gaps in
the selected literature

• Is subject matter to be reviewed clearly stated?

o

Yes

o

No

• Is literature relevant and up-to-date (most sources are within the past five
years or classic)?

o

Yes

o

No

• Of the literature reviewed, is there a meaningful analysis of the conclusions
across the articles included in the review?

o

Yes

o

No

• Are gaps in the literature identified?

o

Yes

o

No

• Are recommendations made for future practice or study?

o

Yes

o

No

o

Yes

Findings That Help Answer the EBP Question

Complete the corresponding quality rating section.
Expert opinion LEVEL V
Opinion of one or more individuals based on clinical expertise
• Has the individual published or presented on the topic?

No

• Is the author’s opinion based on scientific evidence?

Yes

o

No

• Is the author’s opinion clearly stated?

Yes

o

No

• Are potential biases acknowledged?
o Yes
No
Findings That Help Answer the EBP Question
Current evidence is promising for dietary and lifestyle management of IBS Novel strategies, including low
FODMAPS diet and probiotics are attractive treatments for IBS considering the low costs and favourable
safety profiles.
Overall, the beneficial effects and efficacy of altering gut microbiota by probiotics to improve the symptoms
of IBS have not been consistent in clinical trials and therefore it remains uncertain as an effective
treatment, and as yet, probiotic food products cannot carry a health claim regarding the treatment of IBS
symptoms.

Healthcare professionals should feel confident in trialling probiotics with their IBS patients for a minimum of 4 weeks, but patients
should be informed that 'probiotics' encompasses a huge range of effective and non-effective preparations.
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Non-Research Evidence Appraisal
Quality Rating for Clinical Practice Guidelines, Consensus, or Position Statements (Level IV)
A High quality

Material officially sponsored by a professional, public, or private organization or a government
agency; documentation of a systematic literature search strategy; consistent results with
sufficient numbers of well-designed studies; criteria-based evaluation of overall scientific strength
and quality of included studies and definitive conclusions; national expertise clearly evident;
developed or revised within the past five years.

B Good quality

Material officially sponsored by a professional, public, or private organization or a government
agency; reasonably thorough and appropriate systematic literature search strategy; reasonably
consistent results, sufficient numbers of well-designed studies; evaluation of strengths and
limitations of included studies with fairly definitive conclusions; national expertise clearly evident;
developed or revised within the past five years.

C Low quality or major flaw

Material not sponsored by an official organization or agency; undefined, poorly defined, or
limited literature search strategy; no evaluation of strengths and limitations of included studies;
insufficient evidence with inconsistent results; conclusions cannot be drawn; not revised within
the past five years.

Quality Rating for Organizational Experience (Level V)
A High quality

Clear aims and objectives; consistent results across multiple settings; formal quality improvement
or financial evaluation methods used; definitive conclusions; consistent recommendations with
thorough reference to scientific evidence.

B Good quality

Clear aims and objectives; formal quality improvement or financial evaluation methods used;
consistent results in a single setting; reasonably consistent recommendations with some reference
to scientific evidence.

C Low quality or major flaws
Unclear or missing aims and objectives; inconsistent results; poorly defined quality;
improvement/financial analysis method; recommendations cannot be made.

Quality Rating for Case Report, Integrative Review, Literature Review, Expert Opinion,
Community Standard, Clinician Experience, Consumer Preference (Level V)
A High quality
Expertise is clearly evident, draws definitive conclusions, and provides scientific rationale; thought
leader in the field.
B Good quality
Expertise appears to be credible, draws fairly definitive conclusions, and provides logical argument
for opinions.
C Low quality or major flaws
Expertise is not discernable or is dubious; conclusions cannot be drawn.
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Appendix E
Research Evidence Appraisal Tool
Evidence level and quality rating: Level 1 – High
Quality
Article title: A Randomized, Double-Blind Placebo – controlled trial:
The Efficacy of Multispecies Probiotic Supplementation in Alleviating
Symptoms of Irritable Bowel Syndrome Associated with Constipation

Number: 2

Author(s): Mezzasalma, Valerio; Manfrini, Enrico; Ferri,
Emanuele; Sandionigi, Anna; La Ferla, Barbara; Schiano, Irene;
Michelotti, Angela; Nobile, Vincenzo; Labra, Massimo; Di Gennaro,
Patrizia
Journal: BioMed Research International
Setting: The study took place at Farcoderm Srl. facilities.

Publication date: 08/09/2016

Sample (composition and size):
Composition: Eligible subjects were all
adult males and females aged between 18
and 65 years suffering from Irritable Bowel
Syndrome with constipation (IBS-C)
diagnosed by clinical analyses and selfreported interviews.
Size: 150

Does this evidence address my EBP question?
üYes
No-Do not proceed with appraisal of this evidence
Is this study:
üQuaNtitative (collection, analysis, and reporting of numerical data)
Measurable data (how many; how much; or how often) used to formulate facts, uncover patterns in
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.
Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher
identifies that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis.
Often a starting point for studies when little research exists; may use results to design empirical
studies. The researcher describes, analyzes, and interprets reports, descriptions, and observations
from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Appendix E
Research Evidence Appraisal Tool
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
can influence stages in the research process.
Go to Section III: Mixed Methods
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Research Evidence Appraisal Tool

Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

Yes

o No

Go to B
1. Was there manipulation of an independent variable?

Yes

o

No

2. Was there a control group?

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

Yes

o

No

Þ If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT)
or experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).

LEVEL III

Study Findings That Help Answer the EBP Question
In conclusion, the different species of probiotics administered to the IBS-C subjects determine a
cooccurrence between the changes in the analyzed probiotic groups and an improvement of IBS-C
symptoms. This study represents the development of a clinical trial that can support the role of intestinal
bacteria in the IBS diseases and the potential role of probiotics belonging to various species in the
management of these disorders.

Skip to the Appraisal of QuaNtitative Research Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Research Evidence Appraisal Tool
Appraisal of QuaNtitative Research Studies
Does the researcher identify what is known and not known
about the problem and how the study will address any gaps in
knowledge?

Yes

o

No

Was the purpose of the study clearly presented?

Yes

o

No

Was the literature review current (most sources within the past
five years or a seminal study)?

o

No

Yes

Was sample size sufficient based on study design and rationale?

Yes

o

No

If there is a control group:
• Were the characteristics and/or demographics similar in
both the control and intervention groups?

Yes

o

No

N/A

• If multiple settings were used, were the settings
similar?

Yes

o

No

N/A

o

No

N/A

o

No

o

No

N/A

o

No

N/A
N/A

• Were all groups equally treated except for the
intervention group(s)?
Are data collection methods described clearly?
Were the instruments reliable (Cronbach’s [alpha] > 0.70)?
Was instrument validity discussed?

Yes
Yes
Yes
Yes

If surveys or questionnaires were used, was the response
rate > 25%?

Yes

o

No

Were the results presented clearly?

Yes

o

No

If tables were presented, was the narrative consistent with the
table content?

Yes

No

Were study limitations identified and addressed?

Yes

o

No

Were conclusions based on results?

Yes

o

No

Complete the Quality Rating for QuaNtitative Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Appendix E
Research Evidence Appraisal Tool
Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

o

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

o

Yes

o

No

• Multiple databases searched and identified

o

Yes

o

No

• Inclusion and exclusion criteria stated

o

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

o

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

o

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

• Results were interpreted

o

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

o

Yes

o

No

o

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?
Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1 & High Quality
Article title: A double-blind, placebo-controlled study to assess the effect
of a probiotic mixture on symptoms and inflammatory markers in women
with diarrhea predominant IBS.

Number: 3

Author(s): Hod, K., Sperber A. D., Ron, Y., Boaz, M., Dickman, R.,
Berliner, S., Halpern, Z., Maharshak, N., Dekel, R.

Publication date: July 2017

Journal: Neurogastroenterology and Motility
Setting: Gastroenterology Department of the Tel Aviv Sourasky Medical
Center

Sample (composition and size): 107
Females with IBS-D between the ages
of 18-70

Does this evidence address my EBP question?
D
a

Is this study:

Yes
No-Do not proceed with appraisal of this evidence

t

e
QuaNtitative (collection,
analysis, and reporting of numerical data)
Measurable data (how
many; how much; or how often) used to formulate facts, uncover patterns in
:
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.

Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher identifies
that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis. Often a
starting point for studies when little research exists; may use results to design empirical studies. The
researcher describes, analyzes, and interprets reports, descriptions, and observations from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
can influence stages in the research process.
Go to Section III: Mixed Methods
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Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

Yes

o No

Go to B
1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).

LEVEL III

Study Findings That Help Answer the EBP Question
à An 8-week treatment with BIO-25 improved symptoms in women with IBS-D but was not superior to
placebo. This rigorously designed and executed study supports the findings of other studies that did not
demonstrate superiority of probiotics over placebo in IBS. High quality clinical studies are necessary to
examine the efficacy of other specific probiotics in IBS-D patients since data are still conflicting.

Skip to the Appraisal of QuaNtitative Research Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Appraisal of QuaNtitative Research Studies
Does the researcher identify what is known and not known
about the problem and how the study will address any gaps in
knowledge?

o

Yes

o

No

Was the purpose of the study clearly presented?

o

Yes

o

No

Was the literature review current (most sources within the past
five years or a seminal study)?

o

Yes

o

No

Was sample size sufficient based on study design and rationale?

o

Yes

o

No

If there is a control group:
• Were the characteristics and/or demographics similar in
both the control and intervention groups?

o

Yes

o

No

N/A

• If multiple settings were used, were the settings
similar?

o

Yes

o

No

N/A

• Were all groups equally treated except for the
intervention group(s)?

o

Yes

o

No

N/A

Are data collection methods described clearly?

o

Yes

o

No

Were the instruments reliable (Cronbach’s [alpha] > 0.70)?

o

Yes

o

No

N/A

Was instrument validity discussed?

o

Yes

o

No

N/A

If surveys or questionnaires were used, was the response
rate > 25%?

o

Yes

o

No

N/A

Were the results presented clearly?

o

Yes

o

No

If tables were presented, was the narrative consistent with the
table content?

o

Yes

o

No

Were study limitations identified and addressed?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

Complete the Quality Rating for QuaNtitative Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Research Evidence Appraisal Tool
Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

o

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

o

Yes

o

No

• Multiple databases searched and identified

o

Yes

o

No

• Inclusion and exclusion criteria stated

o

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

o

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

o

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

• Results were interpreted

o

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

o

Yes

o

No

o

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?
Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1/Good quality
Article title: Randomized clinical trial on the effect of a multispecies
probiotics on visceroperception in hypersensitive IBS patients

Number: 4

Author(s): Ludidi, S, Jonkers, D.M., Koning, C.J., Kruimel, J.W., Mulder, Publication date: March 4, 2014
L, van der Vaart, I.B., Conchillo, J.M., Masclee, A.A.
Journal: Neurogastroenterology And Motility: The Official Journal of The European Gastrointestinal Motility
Society
Setting: Clinic of the division Gastroenterology-Hepatology of the
Maastricht University Medical Center

Sample (composition and size): 35
adults between 18-65 years of age with a
body mass index (BMI) between 18.5
and 30 kg/m squared.

Does this evidence address my EBP question?
D
a

Is this study:
D
a
t
e
:

Yes
No-Do not proceed with appraisal of this evidence

t

e
QuaNtitative (collection,
analysis, and reporting of numerical data)
Measurable data (how
many; how much; or how often) used to formulate facts, uncover patterns in
:
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.

Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher identifies
that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis. Often a
starting point for studies when little research exists; may use results to design empirical studies. The
researcher describes, analyzes, and interprets reports, descriptions, and observations from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
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Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

Yes

o No

Go to B
1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).

LEVEL III

Study Findings That Help Answer the EBP Question
In this placebo-controlled trial in IBS patients with visceral hypersensitivity, no significant effect of a
multispecies probiotic on visceroperception was observed.

Skip to the Appraisal of QuaNtitative Research Studies section
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Appraisal of QuaNtitative Research Studies
Does the researcher identify what is known and not known
about the problem and how the study will address any gaps in
knowledge?

o

Yes

o

No

Was the purpose of the study clearly presented?

o

Yes

o

No

Was the literature review current (most sources within the past
five years or a seminal study)?

o

Yes

o

No

Was sample size sufficient based on study design and rationale?

o

Yes

o

No

If there is a control group:
• Were the characteristics and/or demographics similar in
both the control and intervention groups?

o

Yes

o

No

N/A

• If multiple settings were used, were the settings
similar?

o

Yes

o

No

N/A

• Were all groups equally treated except for the
intervention group(s)?

o

Yes

o

No

N/A

Are data collection methods described clearly?

o

Yes

o

No

Were the instruments reliable (Cronbach’s [alpha] > 0.70)?

o

Yes

o

No

N/A

Was instrument validity discussed?

o

Yes

o

No

N/A

If surveys or questionnaires were used, was the response
rate > 25%?

o

Yes

o

No

N/A

Were the results presented clearly?

o

Yes

o

No

If tables were presented, was the narrative consistent with the
table content?

o

Yes

o

No

Were study limitations identified and addressed?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

Complete the Quality Rating for QuaNtitative Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

o

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

o

Yes

o

No

• Multiple databases searched and identified

o

Yes

o

No

• Inclusion and exclusion criteria stated

o

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

o

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

o

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

• Results were interpreted

o

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

o

Yes

o

No

o

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?
Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1 –
Good Quality
Article title: Effectiveness of Probiotics in Irritable
Bowel Syndrome: Updated Systematic Review with
meta-analysis

Number: 5

Author(s): Didari T; Tina Didari, Shilan Mozaffari,
Mohammad Abdollahi

Publication date: March 14,2015

Journal: World Journal of Gastroenterology Vol. 21(10) pp. 3072-3084
Setting: Not included in article

Sample (composition and size):
15 RCT articles were synthesized and reviewed
A total of 1793 patients with diarrhea-predominant IBS
(D-IBS), constipation-predominant IBS (C-IBS), and
alternative IBS (A-IBS) were included.

Does this evidence address my EBP question?
üYes
No-Do not proceed with appraisal of this evidence
Is this study:
ü QuaNtitative (collection, analysis, and reporting of numerical data)
Measurable data (how many; how much; or how often) used to formulate facts, uncover patterns in
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.
Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher
identifies that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis.
Often a starting point for studies when little research exists; may use results to design empirical
studies. The researcher describes, analyzes, and interprets reports, descriptions, and observations
from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
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Appendix E
Research Evidence Appraisal Tool
can influence stages in the research process.
Go to Section III: Mixed Methods
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Appendix E
Research Evidence Appraisal Tool

Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

No
Go to B

Yes

1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).
Study Findings That Help Answer the EBP Question

Skip to the Appraisal of QuaNtitative Research Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Research Evidence Appraisal Tool

Section I: QuaNtitative (continued)

B

Is this a summary of multiple sources of research
evidence?

1. Does it employ a comprehensive search strategy and rigorous
appraisal method?

If this study includes research, nonresearch, and experiential
evidence, it is an integrative review (see Appendix F).

Yes

Continue

Yes

Continue

o No

Use Appendix F

o No

Use Appendix F

2. For systematic reviews and systematic reviews with meta-analysis
(see descriptions below):
a. Are all studies included RCTs?

LEVEL I

b. Are the studies a combination of RCTs and quasi-experimental,
or quasi-experimental only?

LEVEL II

c. Are the studies a combination of RCTs, quasi-experimental, and
nonexperimental, or non- experimental only?

LEVEL III

A systematic review employs a search strategy and a rigorous appraisal method, but does not
generate an effect size.
A meta-analysis, or systematic review with meta-analysis, combines and analyzes results from
studies to generate a new statistic: the effect size.
Study Findings That Help Answer the EBP Question
Probiotics reduce pain and symptom severity scores. The results demonstrate the beneficial effects of
probiotics in IBS patients in comparison with placebo.

Skip to the Appraisal of Systematic Review (With or Without a Meta-Analysis) section
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Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

Yes

o

No

• Multiple databases searched and identified

Yes

o

No

• Inclusion and exclusion criteria stated

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

Yes

o

No

Were conclusions based on results?

Yes

o

No

• Results were interpreted

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?

o

Yes

No

Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1/Good quality
Article title: Efficacy of double-coated probiotics for irritable bowel
syndrome: a randomized double-blind controlled trial

Number: 6

Author(s): Han, Kyungsun; Wang, Jinghwa; Seo, Jae-Gu; Kim,
Hojun

Publication date: 5/13/16

Journal: Journal of Gastroenterology

Setting: Dongguk University Ilsan Oriental Hospital

Sample (composition and size):
50 adults between 19-65 years

Does this evidence address my EBP question?
D
a

Is this study:

Yes
No-Do not proceed with appraisal of this evidence

t

e
QuaNtitative (collection,
analysis, and reporting of numerical data)
Measurable data (how
many;
how much; or how often) used to formulate facts, uncover patterns in
:
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.

Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher identifies
that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis. Often a
starting point for studies when little research exists; may use results to design empirical studies. The
researcher describes, analyzes, and interprets reports, descriptions, and observations from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
can influence stages in the research process.
Go to Section III: Mixed Methods
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Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

Yes

o No

Go to B
1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).

LEVEL III

Study Findings That Help Answer the EBP Question
Responses to the adequate relief questionnaire indicated significant improvement in overall discomfort in the dualcoating group and the ratio of normal stools to hard or watery stools had a better effect from dual-coated probiotics
compared to non-coated probiotics. This may be due to a shift of intestinal microbiota, as our correlation analysis
showed significant negative correlation between Bifidobacterium and urgency of defecation. Our result implies that
dual-coating layers of probiotic supplement can be a candidate for treatment of diarrhea-predominant irritable bowel
syndrome.

Skip to the Appraisal of QuaNtitative Research Studies section
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Appraisal of QuaNtitative Research Studies
Does the researcher identify what is known and not known
about the problem and how the study will address any gaps in
knowledge?

o

Yes

o

No

Was the purpose of the study clearly presented?

o

Yes

o

No

Was the literature review current (most sources within the past
five years or a seminal study)?

o

Yes

o

No

Was sample size sufficient based on study design and rationale?

o

Yes

o

No

If there is a control group:
• Were the characteristics and/or demographics similar in
both the control and intervention groups?

o

Yes

o

No

N/A

• If multiple settings were used, were the settings
similar?

o

Yes

o

No

N/A

• Were all groups equally treated except for the
intervention group(s)?

o

Yes

o

No

N/A

Are data collection methods described clearly?

o

Yes

o

No

Were the instruments reliable (Cronbach’s [alpha] > 0.70)?

o

Yes

o

No

N/A

Was instrument validity discussed?

o

Yes

o

No

N/A

If surveys or questionnaires were used, was the response
rate > 25%?

o

Yes

o

No

N/A

Were the results presented clearly?

o

Yes

o

No

If tables were presented, was the narrative consistent with the
table content?

o

Yes

o

No

Were study limitations identified and addressed?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

Complete the Quality Rating for QuaNtitative Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

o

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

o

Yes

o

No

• Multiple databases searched and identified

o

Yes

o

No

• Inclusion and exclusion criteria stated

o

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

o

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

o

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

• Results were interpreted

o

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

o

Yes

o

No

o

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?
Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1/High Quality
Article title: Irritable syndrome severity improves equally with probiotic
and placebo

Number: 7

Author(s): Anna Lyra, Markku Hillilä, Teppo Huttunen, Sofia
Männikkö, Mikko Taalikka, Julia Tennilä, Anneli Tarpila, Sampo
Lahtinen, Arthur C Ouwehand, and Lea Veijola
Journal: World Journal of Gastroenterology

Publication date: 12/28/16

Setting: Two private clinics in Helsinki and Turku, Finland

Sample (composition and size):
340 adults between the 18-65 years old

Does this evidence address my EBP question?
D
a

Is this study:

Yes
No-Do not proceed with appraisal of this evidence

t

e
QuaNtitative (collection,
analysis, and reporting of numerical data)
Measurable data (how
many;
how much; or how often) used to formulate facts, uncover patterns in
:
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.

Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher identifies
that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis. Often a
starting point for studies when little research exists; may use results to design empirical studies. The
researcher describes, analyzes, and interprets reports, descriptions, and observations from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
can influence stages in the research process.
Go to Section III: Mixed Methods
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Research Evidence Appraisal Tool

Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

Yes

o No

Go to B
1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).

LEVEL III

Study Findings That Help Answer the EBP Question
NCFM was not superior to placebo in improving the composite IBS symptom score, whereas abdominal pain
- as an individual symptom - declined in IBS volunteers with moderate to severe pain at baseline.

Lactobacillus acidophilus NCFM alleviates moderate to severe abdominal pain, consistent with earlier
observations of this strain mitigating visceral pain through increased analgesic receptor expression.

Skip to the Appraisal of QuaNtitative Research Studies section
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Appraisal of QuaNtitative Research Studies
Does the researcher identify what is known and not known
about the problem and how the study will address any gaps in
knowledge?

o

Yes

o

No

Was the purpose of the study clearly presented?

o

Yes

o

No

Was the literature review current (most sources within the past
five years or a seminal study)?

o

Yes

o

No

Was sample size sufficient based on study design and rationale?

o

Yes

o

No

If there is a control group:
• Were the characteristics and/or demographics similar in
both the control and intervention groups?

o

Yes

o

No

N/A

• If multiple settings were used, were the settings
similar?

o

Yes

o

No

N/A

• Were all groups equally treated except for the
intervention group(s)?

o

Yes

o

No

N/A

Are data collection methods described clearly?

o

Yes

o

No

Were the instruments reliable (Cronbach’s [alpha] > 0.70)?

o

Yes

o

No

N/A

Was instrument validity discussed?

o

Yes

o

No

N/A

If surveys or questionnaires were used, was the response
rate > 25%?

o

Yes

o

No

N/A

Were the results presented clearly?

o

Yes

o

No

If tables were presented, was the narrative consistent with the
table content?

o

Yes

o

No

Were study limitations identified and addressed?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

Complete the Quality Rating for QuaNtitative Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

o

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

o

Yes

o

No

• Multiple databases searched and identified

o

Yes

o

No

• Inclusion and exclusion criteria stated

o

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

o

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

o

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

• Results were interpreted

o

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

o

Yes

o

No

o

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?
Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 5 / Good quality
Article title: Treatment of irritable bowel syndrome with probiotics:
growing evidence

Number: 8

Author(s): Miguel Bixquert

Publication date: August 2013

Journal: Indian Journal of Medical Research
Setting: N/A

Sample (composition and size): N/A

Does this evidence address my EBP question?
Yes
No- Do not proceed with appraisal of this evidence

❑ Clinical

Practice Guidelines LEVEL IV
Systematically developed recommendations from nationally recognized experts based on research
evidence or expert consensus panel

❑ Consensus

or Position Statement LEVEL IV
Systematically developed recommendations, based on research and nationally recognized expert
opinion, that guide members of a professional organization in decision-making for an issue of
concern
§ Are the types of evidence included identified?

o

Yes

o

No

§ Were appropriate stakeholders involved in the development of
recommendations?

o

Yes

o

No

§ Are groups to which recommendations apply and do not apply clearly
stated?

o

Yes

o

No

§ Have potential biases been eliminated?

o

Yes

o

No

§ Does each recommendation have an identified level of evidence stated?

o

Yes

o

No

o

Yes

o

No

§ Are recommendations clear?
Findings That Help Answer the EBP Question

Complete the corresponding quality rating section.
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❑ Literature

review LEVEL V
Summary of selected published literature including scientific and nonscientific such as reports of
oranizational experience and opinions of experts

❑ Integrative

review LEVEL V
Summary of research evidence and theoretical literature; analyzes, compares themes, notes gaps in
the selected literature

• Is subject matter to be reviewed clearly stated?

o

Yes

o

No

• Is literature relevant and up-to-date (most sources are within the past five
years or classic)?

o

Yes

o

No

• Of the literature reviewed, is there a meaningful analysis of the conclusions
across the articles included in the review?

o

Yes

o

No

• Are gaps in the literature identified?

o

Yes

o

No

• Are recommendations made for future practice or study?

o

Yes

o

No

• Has the individual published or presented on the topic?

o

Yes

o

No

• Is the author’s opinion based on scientific evidence?

o

Yes

o

No

• Is the author’s opinion clearly stated?

o

Yes

o

No

• Are potential biases acknowledged?
Findings That Help Answer the EBP Question:

o

Yes

o

No

Findings That Help Answer the EBP Question

Complete the corresponding quality rating section.
❑ Expert

opinion LEVEL V
Opinion of one or more individuals based on clinical expertise

Many of the studies published to date have been carried out in small and/or specific populations (children;
women; young, not elderly people, etc.), or over short periods, so further research is needed.
The clinical evidence needs to be appraised in a different manner to that concerning drugs and therapeutics
in order to demonstrate that probiotics can enhance the proliferation of beneficial microbes and thus
produce sustainable changes in the human microbiome13
Complete the corresponding quality rating section.
© 2017 The Johns Hopkins Hospital/Johns Hopkins University School of Nursing
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A High quality

Material officially sponsored by a professional, public, or private organization or a government
agency; documentation of a systematic literature search strategy; consistent results with
sufficient numbers of well-designed studies; criteria-based evaluation of overall scientific strength
and quality of included studies and definitive conclusions; national expertise clearly evident;
developed or revised within the past five years.

B Good quality

Material officially sponsored by a professional, public, or private organization or a government
agency; reasonably thorough and appropriate systematic literature search strategy; reasonably
consistent results, sufficient numbers of well-designed studies; evaluation of strengths and
limitations of included studies with fairly definitive conclusions; national expertise clearly evident;
developed or revised within the past five years.

C Low quality or major flaw

Material not sponsored by an official organization or agency; undefined, poorly defined, or
limited literature search strategy; no evaluation of strengths and limitations of included studies;
insufficient evidence with inconsistent results; conclusions cannot be drawn; not revised within
the past five years.

Quality Rating for Organizational Experience (Level V)
A High quality

Clear aims and objectives; consistent results across multiple settings; formal quality improvement
or financial evaluation methods used; definitive conclusions; consistent recommendations with
thorough reference to scientific evidence.

B Good quality

Clear aims and objectives; formal quality improvement or financial evaluation methods used;
consistent results in a single setting; reasonably consistent recommendations with some reference
to scientific evidence.

C Low quality or major flaws

Unclear or missing aims and objectives; inconsistent results; poorly defined quality;
improvement/financial analysis method; recommendations cannot be made.

Quality Rating for Case Report, Integrative Review, Literature Review, Expert Opinion,
Community Standard, Clinician Experience, Consumer Preference (Level V)
A High quality
Expertise is clearly evident, draws definitive conclusions, and provides scientific rationale; thought
leader in the field.
B Good quality
Expertise appears to be credible, draws fairly definitive conclusions, and provides logical argument
for opinions.
C Low quality or major flaws
Expertise is not discernable or is dubious; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1 – Good
Quality
Article title: Probiotic Therapy of the Irritable Bowel Syndrome: Number: 9
Why Is the Evidence Still Poor and What Can Be Done About It?
Author(s): Nazar Mazurak; Ellen Broelz; Martin Storr; Paul
Enck

Publication date: October 31,2015

Journal: Journal of Neurogastroenterol Motility Vol. 21 (4) pp. 471-485
Setting: Not mentioned

Sample (composition and size): Based on
a literature search, we identified 56 papers that
matched the purpose of our analyses. Twentyseven studies used multi-species bacterial
preparations and 29 used single-strain
probiotics

Does this evidence address my EBP question?
üYes
No-Do not proceed with appraisal of this evidence
Is this study:
ü QuaNtitative (collection, analysis, and reporting of numerical data)
Measurable data (how many; how much; or how often) used to formulate facts, uncover patterns in
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.
Go to Section I: QuaNtitative
o QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher
identifies that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis.
Often a starting point for studies when little research exists; may use results to design empirical
studies. The researcher describes, analyzes, and interprets reports, descriptions, and observations
from participants.
Go to Section II: QuaLitative
o Mixed methods (results reported both numerically and narratively)

Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
can influence stages in the research process.
Go to Section III: Mixed Methods
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Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

No
Go to B

Yes

1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).
Study Findings That Help Answer the EBP Question

Skip to the Appraisal of QuaNtitative Research Studies section
©2017 The Johns Hopkins Hospital/ Johns Hopkins University School of Nursing
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Section I: QuaNtitative (continued)

B

Is this a summary of multiple sources of research
evidence?

1. Does it employ a comprehensive search strategy and rigorous
appraisal method?

If this study includes research, nonresearch, and experiential
evidence, it is an integrative review (see Appendix F).

Yes

Continue

Yes

Continue

o No

Use Appendix F

o No

Use Appendix F

2. For systematic reviews and systematic reviews with meta-analysis
(see descriptions below):
a. Are all studies included RCTs?

LEVEL I

b. Are the studies a combination of RCTs and quasi-experimental,
or quasi-experimental only?

LEVEL II

c. Are the studies a combination of RCTs, quasi-experimental, and
nonexperimental, or non- experimental only?

LEVEL III

A systematic review employs a search strategy and a rigorous appraisal method, but does not
generate an effect size.
A meta-analysis, or systematic review with meta-analysis, combines and analyzes results from
studies to generate a new statistic: the effect size.
Study Findings That Help Answer the EBP Question
In summary we conclude, that the heterogeneity of the studies of probiotics in IBS questions the value of
meta-analyses. The use of different bacterial strains and different mixtures of these strains, as well as
different dosages, are the main contributors to this heterogeneity. Current data provides limited evidence for
the efficacy of a small number of single-strain probiotics in IBS (mostly bifidobacteria) and sound studies
following strict trial guidelines (FDA and EMA guidelines for clinical trials) are needed.

Skip to the Appraisal of Systematic Review (With or Without a Meta-Analysis) section
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Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?
Was the search comprehensive and reproducible?
• Key search terms stated
• Multiple databases searched and identified (PubMed)
• Inclusion and exclusion criteria stated

Yes
Yes
o

o

No

o

No

Yes

No

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

Yes

o

No

Were conclusions based on results?

Yes

o

No

• Results were interpreted

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

Yes

o

No

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?

Yes

Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Evidence level and quality rating: Level 1/High quality
Article title: Effects of probiotic type, dose and treatment duration
Number: 10
irritable bowel syndrome diagnosed by Rome III criteria: a metaanalysis
Author(s): Yan Zhang; Lixiang Li; Chuanguo Guo; Dan Mu; Bingcheng Publication date: 6/13/16
Feng; Xiuli Zuo; Yanqing Li; Zhang, Yan; Li, Lixiang; Guo, Chuanguo;
Mu, Dan; Feng, Bingcheng; Zuo, Xiuli; Li, Yanqing
Journal: BMC Gastroenterology
Setting: N/A

Sample (composition and size): 21
Randomized Controlled Trials (RCTs)

Does this evidence address my EBP question?
D
a

Is this study:
D
a
t
e
:

Yes
No-Do not proceed with appraisal of this evidence

t

e
QuaNtitative (collection,
analysis, and reporting of numerical data)
Measurable data (how
many; how much; or how often) used to formulate facts, uncover patterns in
:
research, and generalize results from a larger sample population; provides observed effects of a
program, problem, or condition, measured precisely, rather than through researcher interpretation of
data. Common methods are surveys, face-to-face structured interviews, observations, and reviews of
records or documents. Statistical tests are used in data analysis.

Go to Section I: QuaNtitative
QuaLitative (collection, analysis, and reporting of narrative data)
Rich narrative documents are used for uncovering themes; describes a problem or condition from the
point of view of those experiencing it. Common methods are focus groups, individual interviews
(unstructured or semi structured), and participation/observations. Sample sizes are small and are
determined when data saturation is achieved. Data saturation is reached when the researcher identifies
that no new themes emerge and redundancy is occurring. Synthesis is used in data analysis. Often a
starting point for studies when little research exists; may use results to design empirical studies. The
researcher describes, analyzes, and interprets reports, descriptions, and observations from participants.
Go to Section II: QuaLitative
Mixed methods (results reported both numerically and narratively)
Both quaNtitative and quaLitative methods are used in the study design. Using both approaches, in
combination, provides a better understanding of research problems than using either approach alone.
Sample sizes vary based on methods used. Data collection involves collecting and analyzing both
quaNtitative and quaLitative data in a single study or series of studies. Interpretation is continual and
can influence stages in the research process.
Go to Section III: Mixed Methods
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Section I: QuaNtitative
Level of Evidence (Study Design)

A

Is this a report of a single research study?

o

Yes

o No

Go to B
1. Was there manipulation of an independent variable?

o

Yes

o

No

2. Was there a control group?

o

Yes

o

No

3. Were study participants randomly assigned to the intervention
and control groups?

o

Yes

o

No

If Yes to questions 1, 2, and 3, this is a randomized controlled trial (RCT) or
experimental study.
If Yes to questions 1 and 2 and No to question 3 or Yes to question 1 and
No to questions 2 and 3, this is quasi-experimental.

(Some degree of investigator control, some manipulation of an independent variable,
lacks random assignment to groups, and may have a control group).

LEVEL I

LEVEL II

If No to questions 1, 2, and 3, this is nonexperimental.

(No manipulation of independent variable; can be descriptive, comparative, or
correlational; often uses secondary data).
Study Findings That Help Answer the EBP Question

Skip to the Appraisal of QuaNtitative Research Studies section
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Section I: QuaNtitative (continued)

B

Is this a summary of multiple sources of research
evidence?

1. Does it employ a comprehensive search strategy and rigorous
appraisal method?

If this study includes research, nonresearch, and experiential
evidence, it is an integrative review (see Appendix F).

o

Yes

Continue

o

Yes

Continue

o No

Use Appendix F

o No

Use Appendix F

2. For systematic reviews and systematic reviews with meta-analysis
(see descriptions below):
a. Are all studies included RCTs?

LEVEL I

b. Are the studies a combination of RCTs and quasi-experimental,
or quasi-experimental only?

LEVEL II

c. Are the studies a combination of RCTs, quasi-experimental, and
nonexperimental, or non- experimental only?

LEVEL III

A systematic review employs a search strategy and a rigorous appraisal method, but does not
generate an effect size.
A meta-analysis, or systematic review with meta-analysis, combines and analyzes results from
studies to generate a new statistic: the effect size.
Study Findings That Help Answer the EBP Question
Probiotics are an effective pharmacological therapy in IBS patients. Single probiotics at a low dose and with a
short treatment duration appear to be more effective in improving overall symptom response and QoL, but
more evidence for these effects is still needed.

Skip to the Appraisal of Systematic Review (With or Without a Meta-Analysis) section
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Appraisal of Systematic Review (With or Without Meta-Analysis)
Were the variables of interest clearly identified?

o

Yes

o

No

Was the search comprehensive and reproducible?
• Key search terms stated

o

Yes

o

No

• Multiple databases searched and identified

o

Yes

o

No

• Inclusion and exclusion criteria stated

o

Yes

o

No

Was there a flow diagram that included the number of studies eliminated
at each level of review?

o

Yes

o

No

Were details of included studies presented (design, sample, methods,
results, outcomes, strengths, and limitations)?

o

Yes

o

No

Were methods for appraising the strength of evidence (level and quality)
described?

o

Yes

o

No

Were conclusions based on results?

o

Yes

o

No

• Results were interpreted

o

Yes

o

No

• Conclusions flowed logically from the interpretation and systematic
review question

o

Yes

o

No

o

Yes

o

No

Did the systematic review include a section addressing limitations and
how they were addressed?
Complete the Quality Rating for QuaNtitative Studies section (below)

Quality Rating for QuaNtitative Studies
Circle the appropriate quality rating below:

A High quality: Consistent, generalizable results; sufficient sample size for the study design; adequate

control; definitive conclusions; consistent recommendations based on comprehensive literature review
that includes thorough reference to scientific evidence.

B Good quality: Reasonably consistent results; sufficient sample size for the study design; some control,

and fairly definitive conclusions; reasonably consistent recommendations based on fairly comprehensive
literature review that includes some reference to scientific evidence.

C Low quality or major flaws: Little evidence with inconsistent results; insufficient sample size for the
study design; conclusions cannot be drawn.
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Date: 10/30/18

Article
Number

1

Author and Date

Philips, F
12/14/2012

EBP Question: In Adults with IBS, how does Supplemental Probiotic use Compared to no Probiotic use Affect IBS
Symptoms?

Evidence Type

Expert Opinion

Sample, Sample
Size, Setting

Findings That Help
Answer the EBP
Question

Observable
Measures

Limitations

Evidence Level,
Quality

Not identified in -- The beneficial
(1) Global IBS
Opinion, one author Level 5 - Good Quality
study
symptoms,
(2)
and so bias might
effects and efficacy of
Abdominal
be present, limited
altering gut
pain,(3) Flatulence sources
microbiota by

probiotics to improve
the symptoms of IBS
have not been
consistent in clinical
trials
-- Healthcare
professionals should
feel confident in
trialing probiotics
with their IBS
patients for a
minimum of 4 weeks
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2

Mezzasalma, V
08/09/2016

Quantitative: A
Randomized,
Double-Blind
Placebo,
Controlled Trial

150 male and
female adults, ages
18-65, suffering
from IBS-C

(1)Constipation (2) Authors did not
Level 1 - High Quality
Quality
of
life
(3)
report-a
possible
represents the
Bloating (4)
limitation:
development of a
clinical trial that can Abdominal pain self-report
(5) Abdominal
support the role of
Setting: Farcoderm intestinal bacteria in cramps (6)
Srl. facilities
Flatulence
-- This study

the IBS diseases and
the potential role of
probiotics belonging
to various species in
the management of
these disorders.

3

Hod, K
July 2017

Randomized,
Double-blind,
placebo-control
study

.
107 Females with
IBS-D between the
ages of 18-70
Setting:
Gastroenterology
Department of the
Tel Aviv Sourasky
Medical Center

An 8-week
treatment with
BIO-25 improved
symptoms in
women with IBS-D
but was not superior
to placebo. This
rigorously designed
and executed study
supports the
findings of other
studies that did not
demonstrate
superiority of
probiotics over
placebo in IBS.
High quality
clinical studies are
necessary to
examine the

High-sensitivity C A regression to
Level 1 – High Quality
reactive protein
the mean bias.
(hs-CRP)
Selection bias due
Fecal calprotectin to the 13% loss to
Abdominal pain follow-up.
score
Co-interventions
Frequency of loose
Our assumption
stools
of a 30%
Stool consistency
difference
Bloating
between the
Urgency
groups in
Frequency
Number of bowel calculating the
sample size may
movements per
have been overly
day.
optimistic. As a
Gut Microbiota
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efficacy of other
specific probiotics
in IBS-D patients
since data are still
conflicting.

4

Ludidi S
4/4/2014

5

Didari, T
04/14/2015

Randomized
Clinical Trial

Systematic
Review with
MetaAnalysis

Sample: 35 adults :t probiotic
(1) visceral
between 18-65
supplementation is an perception, (2)
years of age with a effective therapy in IBS Scores for pain,
body mass index
patients. Single
discomfort, and
(BMI) between 18.5 probiotics at a low dose urge, (3)
and 30 kg/m
and with a short
Thresholds for
squared.
treatment duration
pain, urge, and
appear to be more
discomfort,
Setting: Clinic of effective in improving
the division
overall symptom
Secondary
Gastroenterology-H response and QoL.”
(4) symptoms, (5)
epatology of the
Mean symptom
Maastricht
improvement
University Medical
Center

Methodological
Level 1 - Good Quality
limitations,
different bacterial
strains, and
differences in
treatment dosages
and/or duration are
likely to have
affected these study
outcomes.25 In
addition,
heterogeneous
groups of IBS
patients have been
included in these
studies, rather than
a selection of IBS
patients based on
pathophysiological
characteristics
(1)
Abdominal
Author did not
Level 1 - Good Quality
Quantitative: 15 -- Probiotics reduce
pain (2) Distention address any
RCT articles were pain and symptom
limitations -synthesized and severity scores. The (3) Bloating (4)
Flatulence
(5)
possible limitation:
results demonstrate
reviewed
the beneficial effects Quality of life (6) withdrawal rate
A total of 1793
patients with
of probiotics in IBS Intestinal barrier
function and gut
diarrhea-predomi patients in
microbiota
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comparison with
nant IBS
placebo.
(D-IBS),
constipation-pred
ominant IBS
(C-IBS), and
alternative IBS
(A-IBS) were
included.
Setting: not
identified

6

Han, K
5/13/16

Randomized
double-blind
controlled trial

50 adults, 19-65
years old
Setting: Dongguk
University Ilsan
Oriental Hospital

Responses to the
Immunological
adequate relief
markers.
questionnaire
Intestinal
indicated significant microbial
improvement in
analysis.
overall discomfort in Adequate relief
the dual-coating
of IBS pain &
group and the ratio of discomfort.
normal stools to hard Stool frequency,
or watery stools had a consistency, and
better effect from
ease of passage.
dual-coated probiotics IBS symptoms:
compared to
abdominal pain,
non-coated
abdominal
probiotics. This may discomfort,
be due to a shift of
bloating,
intestinal microbiota, flatulence,
as our correlation
urgency, and
analysis showed
mucus in stool.
significant negative Depression
correlation between
Bifidobacterium and
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Short duration of Level 1 – Good
intervention time or quality
small sample size,
and severity of
symptoms.The
limitation of this
study is that in IBS
treatment,
determining the
placebo effect is
difficult.
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urgency of
defecation. Our result
implies that
dual-coating layers of
probiotic supplement
can be a candidate for
treatment of
diarrhea-predominant
irritable bowel
syndrome
7

Lyra, A
12/28/16

Randomized,
triple-blind
(volunteers,
investigators,
and statisticians
blinded),
placebocontrolled trial

340 adults between
the 18-65 years old
diagnosed with IBS
according to Rome
III criteria
Setting:
Two private clinics
in Helsinki and
Turku, Finland

NCFM was not
superior to placebo
in improving the
composite IBS
symptom score,
whereas abdominal
pain - as an
individual symptom
- declined in IBS
volunteers with
moderate to severe
pain at baseline.
Lactobacillus
acidophilus NCFM
alleviates moderate
to severe abdominal
pain, consistent
with earlier
observations of this
strain mitigating
visceral pain
through increased
analgesic receptor

abdominal pain,
number of days
with abdominal
pain, bloating/
distension,
satisfaction with
bowel habits,
quality of life,
anxiety and
depression
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Level 1 – High Quality
The high
frequency of
contact by
research nurses
might have
heightened the
placebo response,
although their
attention and care
were targeted
originally toward
evaluating safety
adequately and
ensuring high
compliance with
the protocol.
Significant
placebo effect,
which was
comparable with
the efficacy of the
active treatments.
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expression.
Attach a reference list with full citations of articles reviewed for this EBP question.

Date:

Article
Number

8

EBP Question:

Author and Date

Bixquert, M
August 2013

Evidence Type

Expert Opinion

Sample, Sample
Size, Setting

N/A

Findings That Help
Answer the EBP
Question

Observable
Measures

Limitations

Evidence Level,
Quality

Many of the studies Expected actions Only one author, Level 5 – Good
published to date have of Probiotics:
so bias might be Quality
been carried out in
(1)the
present.
small and/or specific counteractions of
populations (children; factors that alter
women; young, not balance of the
elderly people, etc.), normal intestinal
or over short periods, microflora, and
so further research is the production of
needed. The clinical bacteriocins to
evidence needs to be inhibit pathogens
appraised in a
(2) stop
different manner to development of
that concerning drugs IBS (3)
and therapeutics in
correction of
order to demonstrate lactose
that probiotics can
intolerance (4)
enhance the
relief of bloating,
proliferation of
flatulence, and
beneficial microbes distension (5)
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9

Mazurak, N
10/31/2015

Quantitative:
Systematic
Review

and thus produce
maintain capacity
sustainable changes in of the
the human
deconjugate bile
microbiome.
salts (6) local
modulation of the
functions of the
gut-associated
lymphoid tissue
and cytokine
profiles (7) The
suppression of
the local
inflammatory
response by
reducing tumour
necrosis factor a
secretion
Based on a
-- In summary we
(1)Abdominal
Major flaws in the Level 1 - Good
literature search, conclude, that the
pain (2)Diarrhea RCTs, neither
Quality
we identified 56 heterogeneity of the (3) Constipation individual
papers that
studies of probiotics
bacterial strain
matched the
in IBS questions the
reached a
purpose of our
value of
sufficient level of
analyses.
meta-analyses. The
evidence, possible
Twenty-seven
use of different
publication bias,
studies used
bacterial strains and
ignored
multi-species
different mixtures of
differences in
bacterial
these strains, as well
primary endpoints
preparations and as different dosages,
reported in the
29 used
are the main
studies and
single-strain
contributors to this
referred to
probiotics
heterogeneity. Current
reported overall
data provides limited
efficacy data as
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Setting: Not
identified

10

Zhang, Y

evidence for the
“true”.
efficacy of a small
number of
single-strain
probiotics in IBS
(mostly
bifidobacteria) and
sound studies
following strict trial
guidelines (FDA and
EMA guidelines for
clinical trials) are
needed.
Meta-Analysis 21 studies
“probiotic
Abdominal Pain, Due to the lack of Level 1, High Quality
addressing the use supplementation is an Bloating, Quality available studies,
of solely probiotic effective therapy in of Life
neither the effects
in the treatment of IBS patients. Single
of individual
IBS
probiotics at a low
probiotic species
dose and with a short
nor the effects of
treatment duration
IBS subtypes on
appear to be more
IBS patients were
effective in improving
analysed.
overall symptom
Significant
response and QoL”
heterogeneity
existed. Placebo
effect was
detected ,which
may have
minimized the
effects of
probiotics.”
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EBP Question: In Adults with IBS, how does Supplemental Probiotic use Compared to no Probiotic use Affect IBS Symptoms?
Category (Level Type)

§
§
§
§

Level I
Experimental study
Randomized controlled trial (RCT)
Systematic review of RCTs with or without
meta-analysis
Explanatory mixed method design that
includes only a Level I quaNtitative study

Total Number of
Sources/Level

Overall Quality
Rating

8

Good Quality

Synthesis of Findings
Evidence That Answers the EBP Question
(3, 4, 7, 9, 10) Both the probiotic and placebo groups improved
equally. / All individual symptoms (abdominal pain, frequency of
loose stools, stool consistency score, bloating, urgency,
frequency, number of bowel movements per day) improved
significantly in both groups (intervention and placebo) with no
difference in the degree of improvement between them. No
significant differences between the BIO-25 and the placebo
group with respect to pain intensity, stool consistency or overall
responder rates. / The multispecies probiotics did not
significantly improve visceral perception and no significant
difference was observed between the probiotic and placebo on
symptoms of IBS (flatulence, bloating, cramping, pain) /
abdominal pain significantly decreased respectively with
probiotic and placebo / Probiotic therapy was associated with
more improvement than placebo administration in overall
symptom response and quality of life, but not in individual IBS
symptoms.
(2, 3, 4, 5, 7, 9, 10) There is a need for further clinical studies
due to inconsistencies in results.
(2, 3, 5) Species specific -- Combination probiotic could be more
effective than single (Multispecies)
(2, 5, 10) Probiotic more effective than placebo in overall
symptom relief of IBS / there was a significant reduction in pain
and symptom severity scores between placebo and probiotic /
Probiotic therapy was associated with more improvement than
placebo administration in overall symptom response and quality
of life
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(3, 4, 6, 7) strong placebo effect makes it more difficult to
demonstrate a clinically significant effect for any agent over
placebo
(3, 9) The results of this clinical trial are consistent with others
that have not found any significant benefit for the use of
probiotics in IBS
(2, 4, 5, 6, 7, 9) Reduction in flatulence and bloating symptoms
/ Bloating, abdominal pain, constipation, abdominal cramps,
and flatulence were significantly reduced (60-day treatment). /
All symptoms (Abdominal pain, Abdominal discomfort,
Bloating, Flatulence, Urgency, Mucus in stool) showed a
significant decrease / 50% was positively affected IBS
symptoms primarily global symptoms with an emphasis on
bloating within a 4-week period
(6) There was a negative correlation between Bifidobacterium
and urgency of defecation.
(9,10) further research should focus on the type, optimal dose
of probiotics and the subgroups of patients who likely benefit
the most, treatment duration, strain
(5, 9, 10) Short term treatment is more effective in treating IBS
symptoms
(9, 10) The advantages of multi- or mono-species probiotics for
IBS patients are still inconclusive.
(9) 50% was positively affected IBS symptoms primarily global
symptoms with an emphasis on bloating within a 4 week period
/ With respect to individual bacterial strains, the ratio of
positive to negative studies with lactobacillus plantagum was
3:3 and for all other lactobacilli studies 2:5. In contrast, the
number of positive to negative studies with bifidobacter was
4:2. Studies using bifidobacteria included the largest samples,
indicating that bifidobacteria may be clinically relevant
treatment option in IBS
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Level II
§ Quasi-experimental studies
§ Systematic review of a combination of RCTs
and quasi-experimental studies, or quasiexperimental studies only, with or without
meta-analysis
§ Explanatory mixed method design that
includes only a Level II quaNtitative study
§
§

§
§
§

Level III
Nonexperimental study
Systematic review of a combination of RCTs,
quasi-experimental and nonexperimental
studies, or nonexperimental studies only,
with or without meta- analysis
QuaLitative study or meta- synthesis
Exploratory, convergent, or multiphasic
mixed-methods studies
Explanatory mixed method design that
includes only a level III QuaNtitative study

0

N/A

0

N/A
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Category (Level Type)

Level IV
§ Opinions of respected authorities and/or
reports of nationally recognized expert
committees or consensus panels based on
scientific evidence
Level V
§ Evidence obtained from literature or
integrative reviews, quality improvement,
program evaluation, financial evaluation, or
case reports
§ Opinion of nationally recognized expert(s)
based on experiential evidence

Total Number of
Sources/Level

Overall Quality
Rating

0

N/A

2

Good Quality

Synthesis of Findings
Evidence That Answers the EBP Question

(1) 4-week minimum trailing period/ Placebo effect can’t be
ruled out as affecting the accuracy of results
(8) Controversy surrounding subject -- the effects of probiotics
on IBS are unclear/ Microorganisms vary in properties, so it is
inappropriate to combine results of different trials/ Ideal
adjunct to IBS therapy
(1 and 8) Lactobacillus and Bifidobacteria are key probiotics /
Further research needs to be done due to inconsistencies in
previous research. Some studies report improvement while
others fail to report / Definition:Live microorganism that gives a
health benefit when administered in adequate amounts /
Different strains are more effective in treating different
symptoms of IBS / Reasonably safe intervention of IBS patients
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Based on your synthesis, which of the following four pathways to translation represents the
overall strength of the evidence?
❑ Strong, compelling evidence, consistent results: Solid indication for a practice change is

indicated.

❑ Good and consistent evidence: Consider pilot of change or further investigation.
❑ Good but conflicting evidence: No indication for practice change; consider further

evidence or develop a research study.

investigation for new

❑ Little or no evidence: No indication for practice change; consider further investigation for new

develop a research study, or discontinue project.

evidence,

If you selected either the first option or the second option, continue. If not, STOP, translation is not indicated.

Recommendations based on evidence synthesis and selected translation pathway
The results of our review indicated that there was significant evidence for the use of probiotics in
alleviating symptoms of IBS. However, the benefit of probiotics was equal to that of the placebo or not
significantly greater (Hod et al., 2017; Ludidi et al., 2014; Lyra et al., 2016; Mazurak, Broelz, Storr, Enck,
2015; Zhang et al., 2016). In addition, seven out of the 10 articles reviewed concluded that there is a need for
further clinical studies due to inconsistencies in the results (Mezzasalma et al., 2016; Hod et al., 2017; Ludidi
et al., 2014; Didari et al., 2015; Lyra et al., 2016; Mazurak et al., 2015; Zhang et al., 2016). Therefore, based
on this analysis and synthesis of findings, the evidence suggests that a pilot of change in practice should be

Ó2017 The Johns Hopkins Hospital/ The Johns Hopkins University

Johns Hopkins Nursing Evidence-Based Practice

Appendix H
Synthesis Process and Recommendations Tool
considered regarding the use of probiotics in treating IBS symptoms. In addition, there is a need for further
investigation and supporting evidence.

Consider the following as you examine fit:
Are the recommendations:
§ Compatible with the unit/departmental/organizational cultural values or norms?
§ Consistent with unit/departmental/organizational assumptions, structures, attitudes, beliefs, and/or
practices?
§ Consistent with the unit/departmental/organizational priorities?

Consider the following as you examine feasibility:
§

Can we do what they did in our work environment?

Are the following supports available?
• Resources
• Funding
• Approval from administration and clinical leaders
• Stakeholder support
• Is it likely that the recommendations can be implemented within the unit/department/organization?

§
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