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ABSTRACT: Background: In the wake of the historic challenges posed by the COVID-19 pandemic, research
endeavors worldwide have encountered substantial hurdles in obtaining timely approvals from Institutional
Research Ethics Committees (IRECs). Problems arise when a pandemic occurs where all activities are
restricted. One thing that is very crucial here is the waiting time to obtain research ethics approval. This study
aims to determine the lag time of filing ethical approval and what are the related factors. Method: an
observational study was conducted by accessing all the protocol databases submitted to the Institutional
Research Ethics Committee IREC, starting from its establishment consecutively. Results: Of the 41 incoming
protocols, only 40 could be reviewed, with the results of 37 protocols exempted (92.5%) and three protocols
expedited (7.5%) with the required time as 26.05+14.53 and 24.67+5.13, respectively. There was no difference
in the total days for ethical approval for both the exempted and expedited categories (p-value>0.05).
Conclusion: The results provided show that lag time occurs in exempt reviews, even though this is the easiest
review. There is still room for improvement in these gaps needs to be perfected, from conducting ethics
socialization and training for applicants.
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INTRODUCTION

The pandemic that was followed by a lockdown situation afterward was something that had never happened
suddenly in the past few years. Neither individuals nor institutions are ready to handle situations like this and
must make some adjustments. The Institutional Research Ethics Committee (IREC) has also been affected
and is still adjusting and dealing with challenges that arose during the pandemic (1,2). The IREC itself is a
committee that reviews the methods and ethics of research projects involving human participants. They are
also known as institutional review boards (IRBs) or research ethics boards (REBs). They aim to protect the
safety and welfare of the research participants and ensure that the research meets the standards and
regulations (3,4). Of course, this condition brings up a challenge for IREC to make a decision to approve a
health research protocol (2,5-8).

Bavdekar et al. previously recorded the challenges faced by IREC, which were divided into two
troupes. They relate to the working area and the Standard Operating Procedures (SOP) (1). These two things
are closely related. The challenges faced by IREC during the pandemic resulted in lag time approval for
submitting a research protocol (1,9,10). The challenges related to the working area including circumstances
of permission and scheduling the virtual meeting. While the use of instruments and technology could affect
the SOP, including WiFi or ethernet connection (1,10,11). Lag time is the delay between submitting a
research proposal and its approval by the ethical review boardlIt can affect the quality and timeliness of the
research outcomes. There are different types of review processes, such as exempted, expedited, or full review
board, depending on the level of risk and complexity of the research (12). Exempted and expedited reviews
are faster than full reviews, but they still require careful evaluation of the ethical aspects of the research (13).

As an illustration, currently, there are more than ten ethics commissions in West Sumatra province
registered with the central Health Research Ethics Committee. These ethics committees are based at the
hospital as well as in academia. The Institutional Research Ethics Committee of the Faculty of Pharmacy,
Universitas Andalas, is one of them. This ethics committee was established and has been officially operating
since August 2022. Even though it has just been established, this ethics committee has qualified reviewers
and experts in various research fields, especially those related to humans and other living individuals.
Regulations regarding ethics commissions in Indonesia are contained in PMK No.7 year of 2016 (14,15) All
ethical review activities are guided by the research ethics guidelines issued by the Council for International
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Organizations of Medical Sciences (CIOMS) in collaboration with the World Health Organization (WHO)
(16).

During the pandemic, a risk-free research protocol takes 21 days to obtain ethical approval from the
time it was first submitted. Especially since the outbreak in early 2020, many things have been made easier.
Management of ethical protocols can also be done online. Nevertheless, the current challenge is still. There is
a lag time in obtaining ethical approval. This situation affects the starting point and duration of research
implementation. Therefore, this study is aimed at observing the lag time of the research protocol submission
and looking at the factors that influence it.

METHOD
Materials
An observational study was carried out by accessing the protocol database submitted to IREC
starting from its establishment. The data will be tabulated to see the course of the ethical protocol. Progress
of ethical approval starts from the submission process by the applicant, the review process by the reviewer,
and the process of signing the ethical review approval letter by the IREC chairman and the head of the
institution. The flow process is provided in Figure 1.
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Figure 1. Flow diagram of ethical approval steps

Data analyse

Trend data for each month of one year is presented in graphical form. All the ethical approval process steps
will be presented descriptively by giving the average value (min-max) and standard deviation. To determine
the difference between variables on the number of days for ethical approval, it was analyzed using a paired t-
test.

RESULTS
The total research protocols that were submitted from the start of establishment until July 2023 were 41
protocols with an average of 3.42 documents per month. However, not every month there is a new protocol
proposal. The number of protocols submitted during the research period can be seen in Figure 2.
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Figure 2. The number of protocols submitted per month from August 2022 to July 2023
All applications for August have not yet been completed, so they are limited to the end of July 2023.
Meanwhile, the length of the application process until the issuance of research approval by IREC can be seen
in Table 1.

Table 1. The days required for ethical approval

Approval N Mean Std. Std.  95% Confidence  Min = Max p-
decisions Deviatio Error Interval for Mean value
n Lower  Upper
Bound = Bound
Total Exempted 37 26.05 14537 2.390 21.21 30.90 1 83 0.503
(days)  Expedited 3 24.67 5.132 2.963 11.92 3741 19 29
Total 40 25.95 14.020 2.217 21.47 30.43 1 83
Lag Exempted 37 3.62 9.160 1.506 0.57 6.68 0 53 0.872
time Expedited 3 0.00 0.000 0.000 0.00 0.00 0 0
(days)  Total 40  3.35 8.854 1.400  0.52 6.18 0 53

There is a difference between the number of protocols submitted (41) and the protocols approved
(40) (p-value >0.05). This article cannot be reviewed because when IREC requested a protocol revision, the
applicant did not provide the requested fix, so the protocol could not be reviewed and became lost to follow.

From Table 1, it can be seen that the ethical review decisions were mostly “exempted” (37
protocols), even though there were also many cases of lag in the “exempted” group. On the other hand, in the
"expedited" decision, there is no lag time at all. There is no difference between the number of days needed to
review the protocol based on the ethical review decision, either in total days or in delayed cases.

Meanwhile, the details of the days required for each process show that the ethical approval process
does not take long during the review process. There is a time lag waiting for the approval signature from the
IREC chairman and the faculty dean. The length of days per process can be seen in Table 2.

Table 2. The mean value of days (mean+SD) per process that was passed by the research protocol

Category Desk checking | Review Signed Total
Exempted | 3.73+1.48 4.76x4.27 9.54+46.31 26.05+14.53
Expedited | 3.00+0.00 2.00+1.73 | 12.67+0.57 @ 24.67+5.13
p-value 0.634 0.278 0.402 0.872

Meanwhile, when viewed from the details of the days required for each process, it turns out that the ethical
approval process does not completely take a long time during the review process. There is a time lag waiting
for the approval signature from the IREC chairman and the Faculty Dean. The length of days per process can
be seen in Table 2. Both in the exempted and expedited categories, the number of days needed to wait for the
signing of documents is quite long, around 9.54 + 6.31 and 12.67 + 0.57, respectively, for exempted and
expedited.
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DISCUSSION
Since the pandemic occurred, many things have happened, especially regarding offline meeting policies.
Before the pandemic, ethical review decisions were only carried out once a month through a full board
meeting. When a pandemic occurred, all meeting activities were restricted so that new regulations were made
where only certain very complex cases would be forwarded to the reviewers at the full board meeting.

There has never been a full board meeting for IREC at the Faculty of Pharmacy Universitas Andalas
since the outbreak occurred. Even so, cases of exempted protocols require a long time for ethical review if
compared to expedited protocols. This was caused by the unresponsive reviewer when the admin from IREC
requested an ethical The admin can only detect it when the 21-day review limit has ended. As a result, the
IREC admin had to withdraw the protocol from the unresponsive reviewer and transfer it to another
reviewer. If this incident occurs only once during an ethical review application, perhaps the time required
will not be long, but if this incident of unresponsive reviewers occurs repeatedly, of course, it will be
detrimental to the applicant. The occurrence of this lag time can be avoided if the protocol application is
aware of the waiting time. Applicants can contact the admin by telephone or e-mail. Proactivity from the
application is also very necessary in managing this ethical review.

The ethical review period for the exempted category does not require a long time because it does not
involve human subjects or require informed consent (12). However, each agency has its own regulations for
this exempted review category (17-19). One example is at the University of Pittsburgh, USA. Different
classes of minimal-risk research are exempt from the Federal Policy for the Protection of Human Research
Subjects. This does not mean that they are exempt from IRB review (20). The IREC of the Faculty of
Pharmacy Universitas Andalas has a slightly different regulation than the Institutional Review Board (IRB)
at the Faculty of Medicine Universitas Gajah Mada(21). The IREC of the Faculty of Pharmacy, Andalas
University, still provides this exempted category protocol to ethical reviewers.

An interesting thing happened to the expedited category. Even though it is related to human subjects,
the risk is very minimal. Everything can be approved in the available time in this expedited category
protocol. There is no lag time at all. Most applicants/researchers understand that this expedited category
protocol must have informed consent despite the very small risk (22).

The IREC of the Faculty of Pharmacy has never passed ethical approval for a full-board case. There
is a difference between the number of incoming and outgoing protocols because one protocol requires a full
meeting. The reviewer has submitted it back to the admin because there were irregularities at the stages of
the researcher's work procedure. Besides that, the researcher does not have a Good Clinical Practice (GCP)/
Good Clinical Practice (GLP) certificate to start research on human subjects. The applicant had been
summoned but could not provide the requested documents, so he did not appear again when IREC made the
decision to full board review. The proposed protocol has a study design in the form of a placebo control trial,
requiring the principal investigator to have a GCP certificate(15). In this case, the IREC decided to close the
submission of an ethical protocol with a “lost to follow” status.

In fact, the IREC of the Faculty of Pharmacy, Universitas Andalas has gradually conducted training
on submitting research ethics; they are Basic Ethics and Advanced Ethics training. Institutions cannot carry
out GCP/GLP training itself due to cost constraints. Because the target of this training is students and all
faculty academic members, the faculty strongly supports the funding source. Even so, applicants can get
training by paying fees from their own pocket. The decision maker can still fund only basic ethics and
advanced ethics training.

Apart from that, another challenge from IREC itself is that it cannot accept ethical protocol
submissions from its own members. This is done to avoid conflicts of interest by avoiding the assumption of
privilege when submissions are made to the agency itself. Several published articles written by IREC
members have ethical approval obtained from other IRBs (23-26). However, the IREC members, except the
chairperson, are still permitted to apply for ethical approval at their own institution.

Strength and limitation

This study presents the data as it is. This data can be used for self-introspection on how to make IREC more
resilient in the future. This is the strength of this paper. However, because IREC is still newly established,
many gaps need to be perfected, from conducting ethics socialization and training for applicants to
increasing the number and quality of reviewers so that there is no longer any lag time in applying for ethical
approval.
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CONCLUSION
From the result provided, it can be seen that lag time occurs in exempt reviews, even though this is the
easiest review. There is still room for improvement in this exempted case. It is hoped that adjusting the
number of qualified reviewers in the ethical review process can improve IREC's services.
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