The need for a clinical trials research methodology
training programme in Hong Kong

WEF Lui, J Karlberg

Training courses in the concepts of clinical trials research methodology that include rules in good clinical
practice have not yet been extensively implemented in Hong Kong. This study aims to define the current
knowledge of rules in good clinical practice and identify any need for such training programmes. Be-
tween May and August 1996, 161 clinical research staff were asked non-randomly to fill in a question-
naire about their knowledge of research methodology and their interest in specific courses. The median
number of correctly answered questions (maximum score, 20) was 5 and the mode was 4, which was the
expected score if questions had been answered randomly. Only minor differences in score were detected
between doctors, research staff, and industry employees. Many researchers were keen, however, to fur-
ther their knowledge by attending future courses; on average, each person showed an interest in three of
the eight proposed courses. The study shows that the knowledge of rules in good clinical practice among
clinical research staff in Hong Kong is poor, but there is nevertheless a demand for training programmes.
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Introduction and to improve the ethical and scientific qualities of
studies. A higher quality of research ensures the safety
Concepts of good clinical practice of study subjects and the development of better medi-

Good clinical practice (GCP) is “a standard for theal care and products for patients who are in need of
design, conduct, performance, monitoring, auditingiew therapy. Rules for GCP also provide “a resource
recording, analyses, and reporting of clinical tridls” for editors to determine the acceptability of reported
It was developed in response to some serious casesesfearch for publicatior”.
fraud and abuse of patients’ rightSince GCP rules
were first made mandatory by the United States (UE\idence-based medicine
Food and Drug Administration, they have been widelijjence-based medicine “de-emphasises intuition,
implemented by regulatory authorities in other counpsystematic clinical experience, and pathophysio-
tries, such as those in the European Union, Japadgic rationale as sufficient grounds for clinical
Australia, and the member states of the World Heall{ycision making and stresses the examination of
Organizatior?. evidence from clinical research’In other words,
o ~decision making in clinical practice must be based on
A guideline for GCP from the recent Internationafesearch-generated scientific evidence. The strength
Conference on Harmonization of GCP is now accepted g ,ch evidence, however, depends on the ways in
as a unified standard by regulatory authorities anghich it has been obtained. One assignment of the
pharmaceutical companies in the US, European Uniqanadian Task Force on the Periodic Health Exami-
and Japan This guideline creates a general scientifigation was to develop a set of criteria for evaluating
bench-mark for clinical trials research methodologyientific evidence on the effectiveness of any preven-
The aims of the guideline are to protect study subjectge interventiorf. These criteria were reviewed by
the US Preventive Services Task Force which classi-
fied the quality of evidence according to the way it
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control analytic studies, or uncontrolled experiments; A clinical trials research training programme should
and grade Il if from clinical experience or descripinclude research studies and the teaching of current
tive studies. A properly designed randomised clini-international GCP standards, and basic approaches to
cal trial is the most valid study and when performeand methodology of clinical trials. A syllabus for a
properly, it provides the strongest evidence on whidhaining course on clinical trial research methods has
to make a clinical decision. The medical practicbeen described by Spilkéand contents of suitable
from this decision will be more beneficial andcurricula have been proposed.
favourable.
Study objectives
The need for training In Hong Kong, the training of research staff in the
Many investigators and their research staff or associencepts of clinical trials research methodology has
ates are not fully educated about the principles andt yet been extensively implemented. The aims of
practical application of GCP rulé<zennery stated this study were to define the current knowledge of
that training is one of the most critical areas in th€CP rules and clinical trials research methodology,
process of GCP. Training in clinical trials researchnd to identify any need for a clinical trials research
methodology that is based on GCP rules should beethodology training programme for various levels
mandatory for all investigators and their clinical reef clinical research staff in Hong Kong.
search staff. It is also important for medical students,
residents, fellows, physicians, graduate students Materials and methods
health or other related disciplines, and personnel from
the pharmaceutical industry and regulatory authofitie\ non-random sample of 161 people was asked be-
Training in GCP teaches these scientists how to itween May and August 1996 to answer a standardised
prove the standard of clinical trials research. guestionnaire. Doctors and clinical research staff
participating at the study were those attending various

Productivity is, in part, a function of training andworkshops or lectures at the Queen Mary and Pamela
experiencEand can be increased by structured trairkoude Nethersole Eastern hospitals. The study objec-
ing in research methodoloéDeveloping well-trained tives were also described in a letter which was mailed
and experienced research staff is vital to the succégs30 pharmaceutical companies in Hong Kong and
of any study. Clinical research training is not usuallgn appointment was made if a company agreed to
emphasised for clinical research faculty membersparticipate. Eighty-three (51.6%) participants were
however, and they may even be “often deprived afoctors and 26 (16.1%) were clinical research staff or

valuable training in research methodolods”. research associates, most of whom worked at the Queen

Mary Hospital. Another 52 (32.3%) participants were
Clinical trials research methodology training employees from the pharmaceutical industry in Hong
programmes Kong.

In many institutions, there are formal and informal

training programmes in clinical trials research The questionnaire consisted of two parts. The
methodology, and GCP rules for clinical research stdffst contained 20 multiple-choice questions on clini-
or associate$!®* These include academic programmesal trials research methodology. There were five
training by professional societies, commercial trairchoices but only one correct answer for each question.
ing programmes, and company training programfhesMost questions concerning GCP rules were based on
Academic institutions such as the University othe 1990 European GCP guidelines. Questions tested
North Carolina, University of Michigan, and Templeknowledge in the following areas: basic concepts of
University in the US, and the University of MontrealGCP, roles and responsibilities of parties, ethics, data
in Canada, offer some higher-degree courses in climtanagement, biostatistics, and basic concepts of
cal research methodolo§yProfessional societies, clinical trials. In the second part of the questionnaire,
including the US Food and Drug Administration, theubjects were asked about their willingness to partici-
American Academy of Allergy and Immunology, angate in eight specific courses related to clinical trials
the Associates of Clinical Pharmacology, sponsgesearch methodology (yes/no answers). These courses
training programmes for clinical research staff. Thevere about GCP knowledge, information searching,
University of Indonesia runs workshops on GCP fascientific report writing, study protocol, biostatistics,
clinicians and industry representativéS.here are computer programmes, quality of life estimates, and
also some university-affiliated postgraduate fellowshilaboratory testing. The list was based on Spilker’s list
and residency programmgs. of specific clinical research topigreferences for
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Percentages of questionnaire respondents answering correctly
Question Respondents, n=161
No. (%)
When was the GCP guideline valid in Europe? 29 (18.0)
Which countries practise the GCP guideline? 15 (9.3)
What are the main objectives of the GCP guideline? 38 (23.6)
What is the meaning of a phase Il trial? 25 (15.5)
Who can be a principal investigator? 36 (22.4)
Who should review the study budget? 82 (50.9)
What is the minimum number of members on an Ethics Committee? 43 (26.7)
Which document is not required to be submitted to an Ethics Committee? 20 (12.4)
What kind of persons can be recruited in a clinical study? 58 (36.0)
What information must be supplied to the subject? 85 (52.8)
Who can be an independent witness? 65 (40.4)
What is the characteristic of an experimental study? 89 (55.3)
How should a stratified block randomisation be performed? 52 (32.3)
What are the reasons for undertaking sample size calculation? 70 (43.5)
What are needed for sample size calculation? 65 (40.4)
What are the roles of a biostatistician in a clinical study? 32 (19.9)
What information should be included in a protocol? 17 (10.6)
How should principal investigators make corrections in a case report form? 41 (25.5)
What are the sources of an adverse event? 37 (23.0)
How long should a principal investigator keep study documents? 27 (16.8)

duration of participation in the various programmeResults
(full time, part time, day time, evening, weekday, or
weekend) were also assessed. Current knowledge of clinical trials research
methodology

A pilot study based on eight clinical research staifhe Box shows the percentages of correct answers
was performed to ensure the comprehensibility argtored in response to the 20 questions. The guestion
completeness of the questionnaire, and modificatiois which the highest score was achieved was about
were made accordingly. A simple statistical descrifihe characteristics of an experimental study (55.3%
tion of the findings was made using tBéeatistical correct). The lowest score was about countries which

Analysis Systerfor Windows, Release 6.08. practise GCP rules (9.3% correct).
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Fig 1. Frequency distribution of the total score of correct answers
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Proposed subject of training programme -
Yes |:| No |:| No response

Information searching

Good clinical practice

Scientific report writing

Study protocol

Biostatistics

Computer programmes

Quality of life

Laboratory testing
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Fig 2. Bar chart showing respondents’ interest in various training programmes

Figure 1 depicts the frequency distribution of thevay to assess the current knowledge of clinical trials
total score of correct answers among the 161 studssearch methodology. The results, however, demon-
subjects. The median score of correctly answerstrate researchers’ poor knowledge of clinical trials
multiple-choice questions was 5 (25%) for the wholeesearch methodology, particularly since the most
study group. The mode was 4 (20%) which was tHeequent score was that expected if answers had been
score expected if answers were only random guessemdomly chosen.

Only minor differences were detected in median
correct answers between the three working groups The study also found minor differences among the
(range of scores, 5-6). The median number of corrdatiree professional groups, namely doctors, research
answers was 6.0 for doctors, 5.5 for research staff, astdff, and industry employees. This may reflect differ-
5.0 for industry employees. ences in levels of education in research methodology;
for example, the most traditional method of training is
Preferences for participation in the training
programmes
Figure 2 shows the percentages of people who ex- 100 -
pressed interest in various training programmes. The
most popular courses were information searching,
GCP, and scientific report writing; the least popular
was laboratory testing.
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o
|

Comparison between the three working groups
Figure 3 depicts the interest among the three worki
groups (doctors, clinical research staff, and pharm
ceutical industry employees) in participating in th
various training programmes. There were significa
differences (P<0.05%g test) between the three groups
for courses related to biostatistics, computer pr
grammes, and quality of life estimates.
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p=0.001 p=0.019
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This study found that there was little knowledge ¢
GCP rules and clinical trials research methodolog*y
among research staff, and that there is a need for ;@SS Sl‘i’r‘;‘itc";fresearch stat

introduction of a training programme in clinical trialStyp  pharmaceutical industry employees

research methodology for research staff in Hong Kong.

The study may be criticised on the grounds of not u§ig 3. Differences in professional groups'interest in

. h . . . _various tralnlng programmes

Ing a randomised sampllng teChmque' The questlmﬁﬁe Chi squared test was used; P>0.05 for the courses
asked in the questionnaire may also not be the bastnamed above; results are expressed as mean+SD
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by coaching—a method that may be limited due t® The Association of Clinical Research for the Pharmaceutical

. . . IR Good Clinical Practice Journal 1995;2:27-32.
Since clinical research of different disciplines has mugb World Health Organization. Guideline for good clinical prac-

in common, it would be appropriate to build up a sys- tice for trials on pharmaceutical products. In: World Health

tematic training programme to address the individual organization Technical Report Series. Geneva: World Health

needs of both experienced and inexperienced researchdrganization, 1996.

staff. The training programme should begin before Evid_e_nce-based Medicine Working'Group. Evid_ence-base_d

participation of the researcher in a clinical study, and Medicine. A new approach to teaching the practice of medi-
. cine. JAMA 1992;268:2420-5.

,ShOUId Cpntlnge throughou'; that study. All peopI%_ Goldbloom R, Battista RN. The periodic health examination:

involved in clinical trials, particularly those who have 1 |ntroduction. CMAJ 1986:134:721-3.

direct contact with subjects, need to understand fully Training clinical investigators and their staff on good clinical

their responsibilities as defined by rules of GCP. They practice standards. The European Forum for Good Clinical

should understand how to obtain informed consent Zr:r?rtjtce(: 1524é00d clinical practice. In: Luscome D, Stonier

Corre.Ctly’ complete case record forms accurately, aﬁ,d PD, edi)t/ors. Clinical Resegrch Manual. Cardiff: éuromed

monitor and record any adverse events properly. This Communication, 1994:12.1-12.24.

should result in improved staff performance which wilh. - spilker B. Teaching courses in clinical trial research methods.
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ute to quality data. 10. Bland CJ, Schmitz CC. Characteristics of the successful re-
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. . e . 1986;61:22-31.
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ing programmes related to clinical trials research {ime faculty in academic departments of psychiatry. Arch Gen
methodology. On average, each person expressed arpsychiatry 1993;50:657-64.
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