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Purpose: This study was conducted in order to explore quality assessment tools applicable to research in the nursing area and
to suggest the results of applying such tools in assessing the quality of experimental studies in nursing. Methods: We selected
three experimental and 119 quasi-experimental studies with control groups in the Journal of Korean Clinical Nursing Research.
We applied Cochran collaboration’s tool for assessing the quality of randomized controlled studies. Also, items developed by
researchers were applied for assessing the quality of experimental studies in nursing. Results: Three studies (2.5%) used an ad-
equate randomized sequence generation and two of them concealed the allocation sequence. The 63.1% of the studies applied
blinding and 51% of the studies did not have missing values, or had insignificant missing values. In addition, 85.2% were not
likely to report selectively, and 36.1% were assessed to have raised the risk of bias. Conclusion: Many studies had too a high
risk of bias to be used as evidence-based data in the designs and methods of experimental studies. We found that it is neces-
sary to inquire into research designs, methods, and quality assessment tools desirable for evidence-based practice in nursing.
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Table 1. Proportion of Experimental Study Designs
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Randomized controlled trial
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Table 2. Evaluation of Quality and Risk of Bias in Experimental Studies based on Clinical Nursing according to the Cochrane Collaboration’s

Assessment Tool (N=122)
Categories Subcategories n (%)
1. Sequence Yes Referring to a random number table or using a computer random number generator
generation Using coin tossing, shuffling cards or envelopes (Picked card should be put inside again), throwing 2(1.7)
dice, etc. However, clearly stated that ‘random’ is implemented in allocation sequence.
Subtotal 3(2.5)
No Do not perform random assignment 66 (54.9)
Use of inadequate method 8(6.4)
Sequence generated by the odd or even number of patient ID or hospital numbers 6 (4.8
Sequence generated by some rule based on date of birth, day of admission 2(1.7)
Allocation by judgement of the clinician 1(0.8)
Allocation by the person responsible for determining the eligibility 27 (21.6)
Allocation by preference of the participant 1(0.8)
Allocation by the results of a laboratory test or series of tests 1(0.8)
Allocation by the results of a laboratory test or order of medication preparation 1(0.8)
Subtotal 113 (92.6)
Unclear Insufficient information about the sequence generation process to permit judgment of ‘Yes’ or ‘No’. 6 (4.9
2. Allocation Yes Sequentially numbered, opaque, sealed envelopes 2(22.2)
El:qo_ngc)ealment No Do not use allocation concealment 1(11.1)
Using an open random allocation schedule (e.g. a list of random numbers) 1(11.1)
Unclear Insufficient information to permit judgement of “Yes’ or ‘No’. 5(55.6)
3. Blinding of Yes Blinding of participants and key study personnel ensured, and unlikely that the blinding could have 59 (48.3)
participants, been broken
research Either participants or some key study personnel were not blinded, but outcome assessment was 10 (8.2)
personnel, blinded and the non-blinding of others unlikely to introduce bias.
and outcome o ) )
aSSessors No blinding, but the review authors judge that the outcome and the outcome measurement are not 8(6.6)
likely to be influenced by lack of blinding
Subtotal 77 (63.1)
No No blinding or incomplete blinding, and the outcome or outcome measurement is likely to be 23(18.9)
influenced by lack of blinding
Blinding of key study participants and personnel attempted, but likely that the blinding could have 2(1.6)
been broken,
Subtotal 25 (20.5)
Unclear Insufficient information to permit judgement of ‘Yes’ or ‘No’ 20 (16.4
4. Incomplete Yes No missing outcome data 65 (53.3)
outcome data For continuous outcome data, plausible effect size (difference in means or standardized difference in 1(0.8)
means) among missing outcomes not enough to have a clinically relevant impact on observed effect
size
Subtotal 66 (54.1)
No Reason for missing outcome data likely to be related to true outcome, with either imbalance in 19 (15.6)
numbers or reasons for missing data across intervention groups
‘As-treated ‘analysis done with substantial departure of the intervention received from that assigned at 14 (11.4)
randomization
Subtotal 33 (27.0)
Unclear Insufficient reporting of attrition/exclusions to permit judgement of “Yes’ or ‘No’ 23(18.9)
5. Selective Yes The study protocol is available and all of the study’s pre-specified (primary and secondary) outcomes 36 (29.5)
outcome that are of interest in the review have been reported in the pre-specified way
reporting The study protocol is not available but it is clear that the published reports include all expected 68 (55.7)
outcomes, including those that were pre-specified
Subtotal 104 (85.2)
No Not all of the study’s pre-specified primary outcomes have been reported 2(1.6)
One or more primary outcomes is reported using measurements, analysis methods or subsets of 2(1.6)
the data (e.g. subscales) that were not pre-specified (unless clear justification for their reporting is
provided, such as an unexpected adverse effect)
Subtotal 4(3.2)
Unclear Insufficient information to permit judgement of “Yes’ or ‘No’. It is likely that the majority of studies will 14 (11.6)
fall into this category
6. Other potential ~ Yes The study appears to be free of other sources of bias. 42 (34.4)
threat to validity There is at least one important risk of bias 22 (18.0)
Had extreme baseline imbalance 14 (11.5)
Subtotal 36 (29.5)
Unclear There may be a risk of bias, but there is either: insufficient information to assess whether an important 44 (36.1)

risk of bias exists; or insufficient rationale or evidence that an identified problem will introduce bias
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Figure 1. Summary of the assessment result of quality and risk of bias in experimental nursing studies according to the Cochrane collaboration’s assess-

ment tool (N=122).

Table 3. Evaluation of Risk of Bias in Experimental Studies based on Clinical Nursing according to the Quality and Risk of Bias Assessment ltems

Developed by Authors (N=122)
Variables Categories n (%)
Blind Applied 16 (13.1)
Not described, but assumed by situation 71 (58.2)
Not applied 35 (28.7)
Method of blind (n=87) Single (subject) blinded 78 (89.7)
Double (subject, researcher) blinded 5 (5.7)
Accessors (analyser) blinded 4 (4.6)
Homogeneity test General characteristics only 32 (26.2)
Dependent variables only 4 (3.9)
Both 76 (62.3)
Neither 10 8.2)
Safety of experimental treatment Described 3 (2.5)
Not described 119 (97.5)
Treatment for the control group Sham or placebo 2 (1.6)
Different treatment 60 (49.1)
No treatment 25 (20.5)
No description 35 (28.8)
Effect size determination for sample size calculation Based on previous studies 1 (0.8)
Calculated arbitrarily by researcher 10 (8.2)
No description 111 (91.0)
Description of carry-over effect prevention method Yes 7 (36.8)
in crossover design (n=19) No 12 (63.2)
Translation, back translation, and preliminary survey Yes 1(4.0)
of unstandardized foreign language tools (n=24) No 23 (96.0
Expert panel verification for developed, modified, or complemented  Yes 29 (64.7
tools (N=53) No 24 (45.3
Reliability test of questionnaire (n=71) Yes 57

Calibration of biological measurement instrument (n=45)

Yes
No 30 (66.7

(

(

(

(
No 14 (19.7

(

(
Partially performed (
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Table 4. Difference of Treatment Effect by the Type of Outcome Measurement Methods (N=122)
Different Partially different™ No difference
Type of outcome measurement instruments* X P
n(%) n(%) n(%)
Psychosocial/visual analogue scale/ 119/173 27173 27/173 326.00 <.001
self-administered questionnaire (68.8) (15.6) (15.6)
Biological/observational 85/166 16/166 65/166
(61.2) (9.6) (39.2)

*Other measurement(i.e., interview, etc) were excluded; *When the partial results of instrument were significantly different(in case of instrument with subcategories).
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