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Abstract 
BACKGROUND:  Local ethical committees in medical sciences in Iran were established in 1999 in order to assess and 
evaluate the observance of ethical standards throughout the universities and research centers. The purpose of this study 
is to analyze the situation of local ethical committees in order to develop research ethics guideline. 

METHODS: For this cross-sectional study which has been conducted with the support of WHO, 40 local ethical commit-
tees in all universities of medical sciences were evaluated by use of determined questionnaires. 

RESULTS: In this study, 40 universities of medical sciences participated; all of them have established local ethical com-
mittees. Each committee has 5 to 11 members and in more than 80% cases, written guidelines for selecting the commit-
tee's members are available. The minimum number of members for official session is at least 3 and replacement of ab-
sent members, did not take place in more than 85% of the committees. Informed consent in 95% of these local ethical 
committees is available. In all committees, researches regarding the use of human subjects are under ethical considera-
tion. In half of the local ethical committees, penalties for non-compliance with the regulations are considered. The aver-
age number of research project evaluated in last session of these committees was 15.2 and the committees in 50% of 
cases have provided ethics training specifically for their members. 

CONCLUSIONS: Policymakers should develop a standard guideline for local ethical committees in medical science uni-
versities in Iran. 
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n 1982, World Medical Association in coop-
eration with WHO has suggested the com-
pilation of an international research guide-

line on human biomedical research. This 
guideline was intended to address a more pre-
cise experimentation especially on matters re-
garding researches implemented on the devel-
oping countries. 
 In 1987, the ethical evaluation on every re-
search protocols in the whole collection of the 
declarations from the past years has been re-
viewed and has gained advancement and fi-
nally was stipulated in the documentation of 
clinical research in the United States and the 

first ethical guideline for the conservation of 
experimentation in medical researches was 
published In 1953.1 
 A system composed of different local ethical 
committees in medical research or revised coun-
cils has been fundamentally designed in order to 
protect interests of someone who is doing re-
search activities by assessing all research rec-
ommendations on humans before the start of the 
research.2 In most developing countries, this sys-
tem is either on the process of completion and or 
in the process of implementation.3 
 In Iran, the first National Ethical Committee 
on Research in Medical Sciences under the lea-
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dership of the Ministry of Health was estab-
lished in 1998.4 
 Now all of the universities of medical 
sciences in Iran have local ethical committees. 
The main duty of these committees is protect-
ing humans against possible threats as a result 
of research. These committees are composed of 
7 members that conform to the rules and regu-
lations and the guidelines of the National 
Committee. 
 The purpose of this study is to analyze the 
current situation of local ethical committees in 
universities of medical sciences in order to de-
velop research ethics guideline. 

Methods 
This investigation is a cross sectional study 
(descriptive-analytical) that was conducted in 
Iran. In this study, 40 local ethical committees 
in all universities of medical sciences through-
out the country were evaluated by scientific 
committee's members. Its members included 
three main investigators of the project that 
have been quite familiar with objectives and 
data collection of this study. 
 Data collection was performed by using de-
termined questionnaire; its validity and relia-
bility was confirmed by WHO and scientific 
committee through pilot study. The question-
naires were completed by secretaries or in-
formed experts of ethics committees, with re-
gard to documentation based on signed rec-
orded minutes by members of local ethical 
committee and also all of the completed ques-
tionnaires were checked and signed by under-
secretary for research in university of medical 
sciences; and so, all of them are reliable. If it 
was necessary, or there was ambiguity in a 
question, the phone numbers of two members 
of scientific committee were recorded in ques-
tionnaires. Each questionnaire consists of six 
parts; 55 quantitative and 15 qualitative ques-
tions. The six main subjects include: a) activi-
ties of local ethical committee at the universi-
ty/school of medical sciences; b) the general 
policies of the local ethical committee; c) activi-
ties of the last session of the local ethical com-
mittee; d) ethics training; e) management's 

support; and f) additional meetings. Qualita-
tive part had open questions that included 
problems in six categories concerning "ethics in 
research" and their opinion to solve them. 
Quantitative data analysis was performed by 
SPSS software version 11 (Chicago IL USA). 
Statistical significance level was set at p <0.05 
(two tailed) and qualitative data was analyzed 
according to content analysis approach, but in 
this article, we presented the quantitative re-
sults. 
 In this research, permission of the ethics 
committee has been obtained and ethical prin-
ciples in gathering information, completing 
surveys and data analysis is considered and 
results have presented for all of the stakehold-
ers. Also confidentiality was assured and all of 
the respondents were free from any pressure 
without any conflict of interests. 

Results 
There In this study, 40 universities of medical 
sciences participated. The first local ethical 
committee in research was established in 1985 
in Shahid Beheshti University of Medical 
Sciences and by 2006 all of the universities of 
medical sciences have established local ethical 
committees. Each committee has 5 to 11 mem-
bers and more than 50% of these committees 
with about 7-8 members have organized meet-
ings. 
 In more than 80% cases, written guidelines 
for selecting the committee's members are 
available but in 4 medical universities, these 
guidelines were not available. In 11 universi-
ties, no female members were found in these 
committees but in most universities at least 
one woman has been a member and one uni-
versity has 4 female members in combination 
with male members. 
 Table 1 shows the composition of local ethi-
cal committees in medical universities in Iran. 
Selection of committee's head in 66% of cases 
was done by highly experienced regular em-
ployee. In 28 committees, they impose a time 
limitation for membership registration. The 
minimum number of members for official ses-
sion is at least 3 and in 28 committees, the 
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Table 1. The composition of the ethical committee in the medical universities in Iran 

Percent  of ethics committee Number of ethics committee Member Composition 

95 38 Physicians 

93 37 Statistician 

98 39 Lawyers 

63 25 Ethics Specialist 

3 1 Community Oriented Representative 

10 4 Workers Representative 

63 25 Allied Sciences 

100 40 Spiritual Leader 

5 2 Philosopher 

0 0 Patient's Representative 

0 0 Ordinary Individual in the Society 

10 4 Others 

 
presence of at least 4-5 members is considered 
official. 
 About half of these committees did not im-
pose any regulations regarding the removal of 
any committee member. 
 Replacement of absent members, did not 
take place in more than 85% of the committees. 
65% of the committees have written guidelines 
and 75% of these guidelines have been referred 
to in the national or international ethical regu-
lations. Informed consent in 95% of these ethi-
cal committees is available. In all committees, 
researches regarding the use of human subjects 
are under ethical considerations. All universi-
ties are required to perform an ethical review 
for research involving traditional or comple-
mentary medicine. 73% of researches involving 
animals were under ethical reviews. 
 The initial evaluation of research proposals 
are implemented on the 34 local ethical com-
mittees established within the universities and 
it is being stressed to the researchers that sug-
gestions must be presented in a written form. 

In 95% of the ethical committees, in order to 
assess the ethical standards for a research pro-
posal, a research protocol is required from the 
researcher. 
 In half of the local ethical committees, pe-
nalties for non-compliance with the regulations 
are considered, and most of these penalties are 
implemented by suspending the research fol-
lowed by a withdrawal of funding and a refer-
ral to the higher decision making committee. 
 Table 2 shows types of penalties. 
 It should be mentioned that some of penal-
ties are common. 
 
Activities of the Last Meeting Organized By 
Local Ethical Committees 
From 37 universities, the last meeting orga-
nized was planned beforehand. The number of 
members presented in that meeting was varia-
ble from 13 in one committee to 4 in six com-
mittees. The average number of members in 
that meeting was 6. 
 The total number of research proposals 

 
Table 2. The type of punishment  

Type of punishment Number of committee 

Stop budget 12 

Stop project 20 

Refer to higher level 12 

another 10 
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Table 3. Number of members and research proposal evaluated in last meeting  

Number of members Number of committee 
Number of research proposal 

evaluated 
Number of committee 

4 6 1-5 15 

5 8 6-10 9 

6 12 11-15 7 

7 4 20 1 

8 5 30 2 

9 1 39 1 

11 1 42 1 

13 1 192 1 

Total 38  37 

 
evaluated in the last meeting of local ethical 
committees in all universities was 563 and the 
average number of research projects evaluated 
was 15.2(Table 3) 
 The most important protocols reviewed in 
these committees during their last meetings 
were as follow: 
• Procedures or documentation to obtain in-
formed consent from potential subjects, includ-
ing clarity and comprehensiveness of docu-
mentation and certificate of consent (80%) 
• Criteria for withdrawing subjects or discon-
tinuing study including possible need for a da-
ta and safety monitoring board (68%) 
• Medical or health risks and benefits for study 
participants or community (62%)  
• Acceptability of level of medical care/health 
services provided in light of risk to subjects 
(55%) 
• Having a direct or potential benefit in the 
present or future, for people in the subgroup, 
geographical region or country in which the 
research is to be conducted (7%: at least) 
• About 40% of research procedures may not 
be respectful of local culture  
The final reference for decision making related 
to research projects in majority of cases (97.6%) 
was the head of the committee. 
 
Ethical Training 
The committees in 50% of cases have provided 
ethics training specifically for their members. 
In 10 committees, the presence of members in 

the educational program was compulsory. 
 
Management's Support 
Special supports to complete the ethical forms 
for the researchers and members are being ac-
cepted in 12 committees; and ministerial and 
managerial supports in all universities are 
provided. 
 
Additional Meeting or Ad Hoc Ethical Review 
Committees 
At least in one university, there is a scientific 
review committee in lieu of an ethical review 
committee in terms of ethics evaluation. In 16 
universities, the research councils reviewed the 
proposals in terms of ethical and scientific con-
sideration. The main reason or driving force 
which leads to an ad-hoc ethical review com-
mittee, in the most cases, was request of re-
searchers. 

Discussion 
In wrapping up the finals of the study done 
through local ethical committees, it was de-
termined that one of the problems concerning 
local ethical committee composition was lack 
of experts in ethical course. It is clear that there 
are a few experts in committee considering the 
high number of committees, for example about 
27% of committees do not have any ethicist 
and about 90% of committees do not have any 
scientist in other disciplines. It seems that 
holding post doctorate courses in bio-ethics 
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field is necessary. Some researches in other 
countries confirmed the lack of experts in eth-
ics. For example Oguz (2003) founded that the 
number of people with formal education in 
research ethics is too low to meet the demands 
of studies involving human subjects.5 
 In Turkey, for instance, education in re-
search ethics is optional in part because the 
founders of RECs (Research Ethics Commit-
tees) were academics, self-educated and will-
ing to participate in RECs regardless of their 
knowledge of ethics. Once this practice was 
accepted, no further mention of education in 
ethical evaluation was made.6 
 The results in our study showed that, all of 
the local ethical committees have spiritual 
leaders in our compositions but there is not 
any representative from patient or community 
and only in 2 local ethical committees, a philo-
sopher attends the sessions. Another important 
issue in these committees is lack of written 
guidelines in 35% of them. Results showed that 
the regulation is vague, unclear, different in 
each university, and inconsistent with Iranian 
culture. The regulation needed to be modified 
and some other instructions in variety of issues 
need to be added to it. 
 Medical ethics with its methodology and 
practical approach, on one hand, requires suf-
ficient knowledge of medicine and new tech-
nology, and on the other hand because of its 
value-laden nature, it is mutually related to 
religion, culture, philosophy, and law. 
 Also the policy makers and scientists 
should carry out some endeavors to prepare 
appropriate law, codes and guidelines based 
on international regulations, cultural and so-
cioeconomic situation and religious beliefs for 
Iran.7 
 Another study in Australian Health Ethics 
Committee (AHEC), shows that the member-
ship is specified in the Act and draws on ex-
pertise in philosophy, the ethics of medical re-
search, public health and social science re-
search, clinical medical practice and nursing, 
disability, law, religion, and health consumer 
issues.8 
 Molyneux and Geissler (2008) indicated that 

the abstract principles of existing codes are 
very hard to apply in practice; history, geogra-
phy, culture, gender-relations and economic 
status can have important implications for the 
way in which "universal" ethical principles and 
guidelines are prioritized and applied in dif-
ferent contexts. Despite this fact, they also be-
lieved that although many guidelines empha-
sizes the need to adapt recommendations to 
local circumstances, there is a risk of guidelines 
being interpreted and drawn upon far more 
narrowly than was originally intended.9 
 Also there was inequality in composition of 
committees, because there were no female 
members in 26.8% of committees and there 
was only 1 female member in majority of them. 
Regarding the last session, results showed that 
in average, 15 proposals were reviewed in 
these sessions that provided additional evi-
dence for problems concerning "session struc-
ture". Another problem in this area was not 
attending members in sessions.  
 It is very exciting, that in one of the commit-
tees, 192 proposals were presented in the last 
session. It seems that all of the annually 
projects in one committee were evaluated in 
one session! 
 In almost half of the universities, there was 
one council for evaluating the projects regard-
ing ethics and scientific matters; and it is in-
compatible with the ethics guidelines. 

Conclusions 
In summarize, the challenges faced by the 
committees members in Iran compared to 
international ethical regulations include: 
inappropriate session's structure, faults in 
regulation, lack of executive supportive 
rules for committee decisions, lack of finan-
cial support from committee members in 
local ethical committee practice, ethical re-
view policies, training on ethics, and institu-
tional support. 
 Policymakers with cooperation of other 
scientists should develop a standard guideline 
for local ethical committees in medical sciences 
according to international regulations, cultural 
and socioeconomic situation, and religious be-
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liefs in Iran. 
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