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Abstract

Research with human participants has proven invaluable in advancing scientific
knowledge. Nevertheless, researchers must follow international ethical guideline. Also,
research participants must protect their own rights and welfare. This descriptive study
was designed to examine the characteristics of research protocols submitted to the Ethics
Committee (EC) of the Faculty of Nursing, Chiang Mai University. The samples were 186
research protocols and documents regarding EC suggestions and comments in 2014. The
research instruments consisted of the record form for both protocol submissions and EC
suggestions. Data were analyzed using descriptive statistics and content analysis.

The study results revealed that: There were 186 research protocols submitted
for EC review of which 0.5%, 70.4%, and 29.1% were identified as exemption, expedited
review, and as full-board review respectively. Nearly three-fourths (76.3%) of the protocols
were graduate research projects which mostly consisted of descriptive research (51.6%)
and research & development (17.2%). The research participants were healthy volunteers
71.0% and vulnerable participants 16.1%. The research instruments comprised of those for
obtaining both quantitative and qualitative information. The EC consideration integrated
both scientific and ethical standards. The comments regarding scientific standards included
the revision of research problem justification and other issues of research methodology.
Concerning ethical standards, comments were related to the consent process, especially
to voluntary decision making in research participation, to the development of a simple
and understandable information sheet, and to clarification of risks and benefits. The con-
sideration of EC indicated that 96.8% of research protocols required modification prior to
approval, 2.7% required modification and re-submission and 0.5% were approved. The
mean time of full board approval after submitted protocol was 48.81 days (SD = 18.02)
while that of expedited review was 34.69 days (SD = 19.16). Such mean time also includes
time for correction by the researchers.

These results indicate that the EC approval processing time needs to be improved.
This renders the need to investigate the related factors and improvement guideline. More
importantly, enhancement in research methodology along with training in good clinical
practice (GCP) and research ethics among the researchers is necessary.
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