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Comparison of Internal Audits by A University Hospital Institutional Review Board
Members and Quality Assurance Officers: Factors Influencing Internal Audit Results

Na-Ya Ha', Byung-In Choe?

'Institutional Review Board Office, Inje University Sanggye Paik Hospital, Seoul, Korea
“Nicholas Cardinal Cheong Graduate School for Life, The Catholic University, Seoul, Korea

Purpose: The purpose of this study is to introduce the Institutional Review Board (IRB) member-based internal audit method
performed at A University Hospital, a secondary medical institution, and to identify the differences in audit results according to
the characteristics of each auditor and the factors affecting the internal audit results. Furthermore, we will find out what needs to
be improved in the internal audits to achieve Quality assurance (QA) objectives for human subject research conducted in medical
institutions.

Methods: The auditors were divided into group A (IRB member belonging to institution A) and group B (clinical trial QA
administrator belonging to other institutions) and independently inspected the 2 studies using the same internal audit checklist
(consisting of 11 domains, 130 items), and the differences in the internal inspection checklists written by each auditor were
compared and analyzed.

Results: In the case of audit for the study 1, the number of missing checklists is 1 for group A and O for group B, and the
number of the matters to be pointed out is 1 for group A and 12 for group B. In the case of audit for the study 2, the number
of missing checklists is 2 for both A and B, and the number of points is 5 for A and 4 for B. The differences in the internal audit
results written by each auditor that the authors verified are summarized as follows. First, there were more comments from group
B auditor than from group A auditor. Second, the results may vary because each auditor has different criteria for evaluating the
appropriateness of an item. Third, there are cases where the questions on the checklist are vague or the definition is not clear,
so they have the same opinion but check it with different answers. Fourth, if the auditors make a mistake when filling out the
checklist, it causes to led to different the results.

Conclusion: We propose the following items that should be improved in order to conduct consistent and efficient internal
audits. First, it is necessary to test the tool in order to carry out reliable and consistent internal audits. Second, it is necessary
to complete specialized training related to internal audit before conducting internal audit. Third, before notifying the audit
results, it is necessary to have a procedure or a final review system to check whether the audit contents are appropriate. Fourth,
Institutional support is needed to recruit specialized personnel for internal audits.
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Table 1. Summary of previous internal audit results
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Category 2012 2013-2014 2015-2016 2017 2018 2019 (written self-inspection) 2023
A number of internal audit 16 22 18 16 9 11 6 7
A number of finding

1. Basic information - - - - - - - -
2. Contract, agreement and approval of protocols 6 7 11 1 3 2 = 1
3. Delegation of duties 4 11 13 2 4 1 - -
4. Qualification of investigators - - - - - 4 - -
5. Reports 4 14 14 5 1 2 - 2
6. Preservation of recorded documents 7 6 6 4 5 3 - 2
7. Protection of subjects (Informed consent) 8 15 14 6 1 5 1 3
8. Records 13 23 18 13 5 12 = 5
9. Compliance with protocol 6 9 6 - - 5 -

10. Management of investigational drug/device 5 1 3 1 1 = 1
11. Management of specimen - - - 1 - - - -
Table 2. [Audit for the study 1] Preparation of internal audit checklist and missing

Category No. of Items A auditor B auditor

1. Basic information - Not applicable Not applicable

2. Contract, agreement and approval of protocols 16 Fill out all Fill out all

3. Delegation of duties 6 Fill out all Fill out all

4. Qualification of investigators 3 Fill out all Fill out all

5. Reports 16 Fill out all Fill out all

6. Preservation of recorded documents 1 Missing answer for 1 question. Fill out all

7. Protection of subjects (Informed consent) 19 Fillout all Fillout all

8. Records 17 Fill out all Fill out all

9. Compliance with protocol 8 Fill out all Fill out all

10. Management of investigationaldrug / device N/A Not applicable Not applicable

11. Management of specimen N/A Not applicable Not applicable
Attachment. Review the contents of the consent form 20 Fill out all Fill out all

NA, not applicable.
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Table 3. [Audit for the study 1] Group A/B checklist 7. Comparison of subject protection (consent) part
7. Protection of subjects (informed consent)

Checklist item Aauditor B auditor
7.1 Areall medical decisions made about the subject by the investigator, who is a physician, dentist, or acupuncturist? Y Y
7.2 Prior to the start of the trial, did the principal investigator obtain IRB approval for the documented information provided to the Y Y

subject, such as a consent form and manual?
73 Ifthereisachanged on a consent form and manual, is it IRB approved? Y Y
74  Did the principal investigator or person in charge coerce or unfairly influence the subject into participating in the clinical trial?

75 Does the consent form and manual for the research subject include all the contents of item no 7 "AhMok'10) (refer to
Attachment 1)
*If not all are included, the IRB will also point it out.

7.6 Does the consent form and manual for the research subject contain any content that restricts the rights of the subject or N N
exempts the investigator, the clinical trial site, or the sponsor from liability?
*If included, the IRB should also be changed.

7.7 Prior to participation in the clinical trial, is the consent form signed and dated by the subject (including those who dropped Y Y
out of screening) or the subject's guardian and consented person?

7.8 Is the principal investigator, or a doctor, dentist or physician delegated by the principal investigator obtain the consent from Y Y
the subject?
7.9  When the consent form is obtained from a subject (or a guardian of the subject) who is unable to read the documented ~ N/A N/A

information, is the witness present in the entire process of obtaining consent, has the consent form been handwritten and
dated, and has the subject (or the subject's guardian) verbally consented to participate in the clinical trial?

1) Are the witnesses unrelated to the clinical trial and unlikely to be unduly influenced by those involved in the clinical trial? N/A N/A
2)  Inthe case of foreigners, has the subject's consent form been obtained in their native language, and is an interpreter qualified ~ N/A N/A
to interpret the doctor's answers, etc. participating as a witness?
7.10  When obtaining the consent from a subject who lacks the ability to understand and express his or her opinion, was the Y N
consent of the guardian was obtained as well, and did the subject signed and date the consent form to the extent possible?
1) Do you have documents that can confirm that you are a representative (parent, spouse, or guardian of the subject) (parents or Y N
guardians are subject to the provisions of the Civil Act, etc.)?
2)  Despite the fact that the subject can voluntarily consent to participate, didn't you only obtain the representative consent? N
7.11  When there is a change or modification that increases the risk to the subjects or significantly affects the conduct of the clinical ~ N/A Y
trial, is it reported promptly to the sponsor and IRB?
If so, did you give a copy of the changed document? N/A
712 Did you get the subject's reconsent with the amended consent form and manual? N N
1) If consent was not obtained, is the information not directly related to the subject's safety and does not affect the subject's Y
consent?
713 Did the Pl promptly notify the subject of the premature termination or suspension, and took appropriate action and follow-up? N/A N/A

IRB, Institutional Review Board; PI, principal investigator; N/A, not applicable.
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Table 4. [Audit for the study 1] Comparison of the contents of the comment section

A auditor B auditor
Checklist items A number of A number of
Comment column content X Comment column content :
finding finding
1. Basic information No comment - No comment -
2. Contract, agreement and approval ~ The date of the written - No comment -
of protocols agreement in the Re-
marks Column.
3. Delegation of duties No comment - A comment was written regarding the gap in -
work when the Pl was changed.
4. Qualification of investigators No comment = Certificate of completion of education not filed. 2
5. Reports Fill the reason for N/A in - No comment -
the Remarks Column.
6. Preservation of recorded documents - Some researchers do not file their educational 1
certificates.
7. Protection of subjects Submission of reasons for 1 Missing required questions in the consent form 7

(Informed consent) waiver of consent is re-

Some subjects' signatures are missing, and re-

quired. consent has not been obtained.
Missing guardian’s source documents, only briefly
described in EMR.

8. Records No comment = No comment =

9. Compliance with protocol No comment - No comment -
10. Management of investigational - Not applicable - Not applicable

drug/device

11. Management of specimen - Not applicable - Not applicable
Attachment. Review the contents of No comment - No comment 2

the consent form

PI, principal investigator; N/A, not applicable; EMR, electronic medical record.

Table 5. [Audit for the study 2] Preparation of internal audit checklist and missing

Checklist item No. of questions A auditor B auditor
1. Basic information - Not applicable N/A

2. Contract, agreement and approval of protocols 16 Fill out all Fill out all
3. Delegation of duties 6 Fill out all Fill out all
4.. Qualification of investigators 3 Fill out all Fill out all
5. Reports 16 Fill out all Fill it all out
6. Preservation of recorded documents 1 Missing answer for 1 question  Missing answer for 1 question
7. Protection of subjects (informed consent) 19 Missing answer for 1 question Fill out all
8. Records 17 Fill out all Fill out all
9. Compliance with protocol 8 Fill out all Fill out all
10. Management of investigational drug/device N/A Fill out all Fill out all
11. Management of specimen N/A Fill out all Fill out all
Attachment. Review the contents of the consent form 20 Fill out all Fill out all

N/A, not applicable.
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Table 6. [Audit for the study 2] Group A/B checklist 9. Comparison of plan compliance parts
9. Compliance with the protocol

Evaluation matters Aauditor B auditor

9.1 Did the clinical trial be conducted in compliance with the protocol approved by the IRB and MFDS? Y N
1) Have the selection and exclusion criteria set forth in the protocol been followed? Y N
2)  Did you comply with the randomization procedure set forth in the protocol? Y Y
3)  Was the blinding lifted according to the procedure set out in the protocol? N N

9.2  Did the clinical trial be conducted after receiving approval for the change? Y Y

93  Have you recorded all the matters that were carried out differently from the protocol and the reasons for them? Y Y

94  Has monitoring been carried out? Y Y

9.5  Has the matter pointed out during monitoring and audit corrected (Has the sponsor taken measures to prevent recurrence)? Y Y

IRB, Institutional Review Board; MFDS, Ministry of Food and Drug Safety; N/A, not applicable.

Table 7. [Audit for the study 2] Comparison of the contents of the comments section

A auditor B auditor
Checklist items C A number of A number of
omment column content finding Comment column content finding
1. Basic information No comment - No comment -
2. Contract, agreement and Contract with CRO and scope of work 5 No comment -
approval of protocols are missing and need to be added.
3. Delegation of duties No comment - No comment -
4. Qualification of investigators No comment - Have educational records. -
5. Reports Recommendation to submit a termi- - - It needs to submit a termination report. 2

nation report.

6. Preservation of recorded No comment

documents

7. Protection of subjects
(Informed consent)

Dropouts and screening failures are
recorded in the EMR.

Fill the reason for N/A in the Remarks
Column.

8. Records
9. Compliance with protocol Completed violation report to IRB.

10. Management of investigational ~ The date of approval by the MFDS

drug/device and the date of approval by the IRB
were written.
11. Management of specimen No commen

Attachment. Review the contents of No comment
the consent form

- There is no column for random assignment -
number in the screening/registration record
sheet.
Comment about document storage method

No comment -

- No comment -

No

- Stratification errors, reported and approved by
IRB, but additional verification required.

= No commen -

No commen -
- No comment -

CRO, Contract Research Organization; EMR, electronic medical record; N/A, not applicable; MFDS, Ministry of Food and Drug Safety; IRB, Institutional Review

Board.
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