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Chapter 1. Basic Policy on Establishment and Assessment of Internal Control over Financial Reporting 

1. Basic Policy 
Positioning compliance with the Internal Control Reporting System as part of efforts to strengthen the 
Kissei Group’s corporate foundation, Kissei Pharmaceutical Co., Ltd. (“we,” “our,” “the Company”) 
establishes and assesses internal controls over financial reporting as required under the Financial 
Instruments and Exchange Act (“internal controls”). 
 

2. Objective 
To ensure the confidence of investors, we stipulate the basic matters for the establishment and 
assessment of internal controls under the Internal Control Reporting System pursuant to the provisions of 
Article 24-4-4 of the Financial Instruments and Exchange Act and ensure the reliability of the 
Company’s financial reporting. 
 

3. Basic plan and policy for establishment 
Based on the Kissei Pharmaceutical Internal Control Basic Policy, the chairman establishes basic plans 
and policies for conducting internal control at both the company level and business process level. 
 

4. Principles applied to ensure proper financial reporting 
The standards for establishing and assessing appropriate internal controls are based on the Standards for 
Management Assessment and Audit Concerning Internal Controls Over Financial Reporting and the 
Practice Standards for Management Assessment and Audit concerning Internal Control Over Financial 
Reporting (Business Accounting Council, April 7, 2023). 
 

5. Scope of internal control to be established to ensure proper financial reporting 
The scope for the establishment of internal controls fundamentally covers all locations and business units, 
while conforming to the scope of assessment required by the reporting system. 

In addition, the scope of establishment is not comprehensively inclusive, but is determined based 
on the criteria for judging materiality. 

 

6. Level of internal control to be established to ensure proper financial reporting 
Internal control is established to a level at which financial reporting can be said to be conducted properly 
in all material respects, in accordance with generally accepted standards for assessment of internal 
control. 
 

7. Responsible officer for the establishment and assessment of internal control 
The chairman, who is responsible for submitting Internal Control Reports, is also responsible for the 
establishment and assessment of internal control. 

As the responsible officer for internal control, the chairman promptly reports to the 
Audit & Supervisory Board and the accounting auditor any material weaknesses in financial reporting, as 
well as any misconduct by individuals who play an important role in internal controls and any material 
changes to internal controls. 

 

8. System for establishing and assessing internal control 
(1) System for establishment of internal controls 

The Corporate Finance and Management Department supervises and promotes the establishment 
of the internal control reporting system. 
The department manager of the Corporate Finance and Management 
Department is responsible for the establishment of internal controls. 
Managers of each department in charge of business processes (“process owners”) and managers of 
relevant departments are responsible for establishing internal controls as part of the operations of 
their respective departments. 



Internal control extends to the Group as a whole, and the Corporate Strategy and Planning 
Department acts as a liaison between the Company and Group companies. 

(2) Internal control assessment system 
The Auditing Department assesses the design and operation status of internal controls under the 
Internal Control Reporting System. 
The chairman appoints the department manager of the Auditing Department as the responsible 
officer for practical operations in the assessment of internal controls. 
The department manager of the Auditing Department may request the support of personnel from 
relevant departments if deemed necessary for the purpose of assessment. 
The assessment of internal control extends to the Group as a whole; therefore the Auditing 
Department of the parent company (Kissei Pharmaceutical) also assesses significant controls at 
subsidiaries. 
 

9. Education and training for the establishment and assessment of internal control 
Since the establishment and assessment of internal control require a considerable amount of specialized 
knowledge, education and training are provided to enhance understanding of the system as appropriate. 

Education and training are provided to the following people as appropriate. 
(1) Top management, directors, Audit & Supervisory Board members, and division heads (including 

those of consolidated subsidiaries) 
(2) Process owners, assigned personnel, and employees (including those of consolidated subsidiaries) 

 
  



Chapter 2. Policy for Establishing Internal Control over Financial Reporting 

I. Identification and Assessment of Risks 
A system is established to ensure the reliability of financial reporting by accurately identifying and 
addressing risks that may have a material impact on financial reporting. 

Risks are assessed at the beginning of each period and an evaluation made as to whether or not 
the situation has changed by the end of the period. 

The identification of risks is documented by entering the necessary items in the Risk Catalog 
Assessment Sheet. 

 

1. Definition of risks to be identified 
Factors that impair the reliability of financial reporting, i.e., risk of misstatements, are identified as risks. 

There are various types of risks, including the following external and internal factors, but risks in 
this context are limited to those that would have a negative effect on the organization and, more 
specifically, those that would affect financial reporting. Risk of fraud is also included in the scope of risk 
assessment. 

External factors: natural disasters, theft, intensification of market competition, fluctuations in 
foreign exchange or resources markets, etc. 
Internal factors: information system errors and defects, occurrence of accounting errors, fraud, 
leaks of personal information and information relevant to high-level management decisions, etc. 
 

2. Risk treatment 
As it is not realistically possible to treat all risks, only those that may have a material impact on financial 
reporting are treated. 
 

3. Risk identification and classification methods 
The Corporate Finance and Management Department prepares a Risk Catalog Assessment Sheet, which 
details potential risks and identifies the likelihood of their occurrence, degree of impact, and materiality. 

In addition, risks are classified as follows using the Risk Catalog Assessment Sheet. 
Company-level Risks that would affect overall financial reporting 
Business process-level Risks that would affect individual financial reporting items 

 

4. Risk assessment methods 
(1) Criteria for determining the likelihood of occurrence 

The likelihood of occurrence is assessed on a three-point scale. 
1 (Low) Small likelihood: Rarely occurs; May occur once a year 

2 (Medium) Medium likelihood: May occur occasionally; May occur about once every six 
months 

3 (High) Major likelihood: May occur frequently; May occur once a month 
 

(2) Criteria for determining degree of impact 
The degree of impact is assessed on a three-point scale. 
1 (Low) Small impact: Little quantitative impact on financial reporting 
2 (Medium) Medium impact: Some quantitative impact on financial reporting 
3 (High) Major impact: Serious quantitative impact on financial reporting 
 



(3) Criteria for determining materiality of risks 
Materiality is calculated in consideration of the likelihood of occurrence and degree of impact 
described above. 

 Likelihood of occurrence 
 1 2 3 

Degree of impact 
1 Small Small Medium 
2 Small Medium Major 
3 Medium Major Major 

(a) Business processes that address major and medium risks are subject to assessment. 
(b) Small risks are excluded from assessment upon clear indication of the reasons for their exclusion. 

(4) Report on assessment results 
Risks that have been identified, classified, and assessed are reported to the chairman and the Risk 
Management Committee without delay. 

 
 

II. Establishment of Company-Level Controls 
Company-level controls are established to ensure the appropriate treatment of company-level risks 
among the misstatement risks related to financial reporting. 

Once the financial figures for the previous fiscal year’s end are finalized, the scopes of 
documentation and assessment will be determined from the perspective of their degree of quantitative 
and qualitative impact in light of the projected figures for the current fiscal year. 

In addition, in order to treat risks at the business process level, a system for appropriate support 
by the company-level controls is established to ensure that process-level internal controls function 
appropriately. 

 

1. Documentation of company-level controls 
After confirming that all necessary assessment items are listed on the Company-Level Internal Control 
Sheet, the department in charge evaluates the design status by answering the assessment items. Internal 
control systems and other systems are to be established for areas with poor design status. The Corporate 
Finance and Management Department evaluates the design status by asking questions of process owners 
associated with assessment items and managers of relevant departments and by reviewing detailed 
documents. 
 

2. Assessment items for design of company-level controls 
The assessment items on the Company-Level Internal Control Sheet are determined with reference to the 
42 assessment items listed in the Practice Standards. They are reviewed at appropriate times, such as in 
the event of organizational restructuring. 
 

3. Documentation tools for design of company-level controls 
The Company-Level Internal Control Sheet is utilized. 

The parent company (Kissei Pharmaceutical) documents all items on the sheet, and the 
consolidated subsidiaries document their internal control using sheets they draw up by selecting 
appropriate assessment items. 

 

4. Definition of locations or business units for company-level controls 
Locations or business units are units for the establishment and assessment of internal controls, which are 
selected in consideration of the parent company (Kissei Pharmaceutical), consolidated subsidiaries, 
businesses, and other factors. 
 



5. Selection of locations or business units required to document company-level controls 
Basically, all locations and business units are subject to documentation. However, locations and business 
units that do not have a material quantitative or qualitative impact on financial reporting are excluded 
from the scope of assessment. In addition, in cases where significant deficiencies or other issues are 
identified at locations or business units not subject to assessment, these locations or business units will be 
included in the assessment for the fiscal year in which the issues occurred. 

A quantitative impact is judged as not material when either of the following criteria applies: 

1 

In consolidated financial statements, a location or business unit whose pre-tax profit after 
consolidation elimination is not included in the top 95% of the total cumulative pre-tax 
profit when locations and business units are ranked in descending order of amount and their 
pre-tax profits are combined 

2 
In consolidated financial statements, a location or business unit whose net sales after 
consolidation are not included in the top 95% of the total cumulative net sales when 
locations and business units are ranked in descending order of amount and their net sales are 
combined 

The materiality of quantitative impact is determined based on absolute values rather than simple 
figures, including negative figures. 

 
 

III. Establishment of Internal Controls Over Financial Closing and Reporting Process 
Internal controls to mitigate material misstatement risk in the financial closing and reporting process 
are established. 

The scopes of documentation and assessment are determined in accordance with company-level 
controls. 

The financial closing and reporting process includes items to be assessed from a company-wide 
perspective and those to be assessed as individual business processes. Items to be assessed from a 
company-wide perspective are determined in conformity with company-level controls, and items to 
be assessed as individual business processes are determined in conformity with the establishment of 
process-level controls. 

 

1. Documentation of internal controls over financial closing and reporting process 
The department in charge first confirms that all necessary assessment items are listed on the Company-
Level Assessment Sheet, then self-inspects the design status by answering the assessment items. Internal 
control systems and other systems are to be established for areas with poor design status. The Corporate 
Finance and Management Department evaluates the design status by asking questions of process owners 
and managers of relevant departments associated with assessment items and by reviewing detailed 
documents. 
 

2. Assessment items for design of internal controls over financial closing and reporting process 
The assessment items are determined as follows. 
For matters to be assessed from a company-wide perspective: items specified in the Company-Level 
Assessment Sheet. 
For matters to be assessed as individual business processes: items selected after examining the 
materiality of the matters using the Assessment Item Identification List. These items are reviewed, in 
cooperation with the department in charge, at appropriate times, such as in the event of organizational 
restructuring. 
 

3. Documentation tools for design status of internal control over financial closing and reporting process 
The Company-Level Assessment Sheet is used. 

The parent company (Kissei Pharmaceutical) documents all items on the sheet, and the 
consolidated subsidiaries document their internal control using sheets they draw up by selecting 
appropriate assessment items. 



4. Selection of locations or business units required to document internal controls over financial closing 
and reporting process 

The locations or business units subject to documentation are those selected for company-level controls. 
 
 

IV. Establishment of Process-Level Controls 
Internal controls to mitigate material misstatement risk in financial reporting are established. 

Once the financial figures for the previous fiscal year’s end are finalized, the scope of 
documentation and assessment is determined from the perspectives of quantitative impact, the 
likelihood of risk occurrence, and qualitative impact based on the projected figures for the current 
fiscal year. 

Basically, the current design status of internal controls is evaluated, and for items for which 
controls to address risks have not been established, the Corporate Finance and Management 
Department, process owners, and assigned personnel discuss the controls to be designed and establish 
internal controls to an effective standard. 

 

1. Documentation of internal control over business processes 
The department in charge prepares a Process Flowchart, Process Narrative, Risk Control Matrix (RCM), 
and Segregation of Duties Matrix for each major business process. Further, the department also identifies 
the status of controls to address risks for each operation, before examining and documenting the 
adequacy of misstatement risk mitigation in the RCM (Design Status Assessment Sheet). 

In documenting process flows, the department in charge refers to the Process Flow Description 
Standards. 

The Segregation of Duties Matrix clarifies the approval route for operations. Procedures to follow 
and other information for when the approver is absent are described in the marginal notes, as necessary, 
for each business process. 

 

2. Assessment items for design status of process-level controls 
The department in charge links the misstatement risks clarified in the Process Flowchart, Process 
Narrative, Risk Control Matrix (RCM), and Segregation of Duties Matrix with control objectives and 
assertions (control requirements) in the Risk Control Matrix to ensure that the adequacy of risk 
mitigation can be assessed. 

The department examines and selects assessment items for each business process based on a 
consideration of the materiality of risks. 

 

3. Documentation tools for design status of process-level controls 
The Operation Flowchart, Operation Description, RCM (Design Status Assessment Sheet), and Duty 
Segregation Table are used as documentation tools. 

Consolidated subsidiaries prepare documentation tools as appropriate with reference to the parent 
company’s documentation tools. 

 

4. Documentation system for process-level controls 
Process owners and individuals in charge prepare the Process Flowchart, Process Narrative, Risk Control 
Matrix (RCM), and Segregation of Duties Matrix. 

The Corporate Finance and Management Department evaluates the current status of the design of 
process-level controls using the RCM (Design Status Assessment Sheet). If there are any deficiencies, 
the relevant process owners and assigned personnel for individual business processes will take 
responsibility for their remediation, after which the Corporate Finance and Management Department will 
evaluate the design status once more. 

Assigned personnel in the Systems Planning Department and assigned personnel at the contractor, 
KISSEI COMTEC Co., Ltd., participate in IT application controls for each system to ensure that there 
are no omissions in automated controls. 



5. Definition of business processes and sub-processes with respect to process-level controls 
A business process is a series of corporate activities from the development of a product or service to 
purchasing, production, sale, and distribution. It also includes activities related to compliance with laws 
and regulations and the recording of accounting and financial reporting information. A sub-process is one 
activity in a business process that has been subdivided into individual activities. 
 

6. Selection of locations or business units required to document process-level controls 
The Company’s chairman selects the locations or business units required to document process-level 
controls based on the assessment policies set forth below. 
(1) Selecting significant locations or business units 

1 Significant locations or business units are determined based on consolidated net sales. 

2 
After the net sales after consolidation elimination of locations and business units are listed 
in descending order and combined, those that are included in the top two-thirds of the total 
are selected as significant. 

3 
In addition to the locations and business units with significant quantitative impact as 
described above, significant locations or business units are determined, as necessary, in 
consideration of their qualitative impact. 

 
(2) Criteria for determining significant locations or business units based on the degree of effectiveness 

of company-level controls and determination of validity of the two-thirds criterion 
If there is a problem with the effectiveness of company-level controls, the basic requirement is to 
bring them to an effective level through remedial measures. However, if there is a deficiency that 
is difficult to remedy, the impact on process-level controls will be examined, and the 
appropriateness of the criteria for selecting significant locations or business units and the validity 
of the two-thirds criterion (whether to expand scope) will be determined. 
 

7. Selection of business processes subject to process-level controls 
In principle, business processes subject to documentation of process-level controls are selected as follows. 
(1) Selection of business processes that impact accounts closely associated with the company’s business 

objectives 
Accounts that are closely associated with our business objectives are net sales, accounts receivable 
- trade, and inventories. However, if other accounts that are closely associated with our business 
objectives are determined to have a significant impact, their addition to the selection will be 
considered, as necessary. 
The business processes related to each account are as follows: 

1 Net sales: Sales process 
2 Accounts receivable - trade: Sales process 

3 Inventories: Purchasing process, costing process, inventory control process 
 

(2) Scope of sales process, purchasing process, costing process, and inventory control processSub-
processes of each business process are as follows. 

1 
Sales process: Receipt of orders, shipment, invoicing, collections, credit management, 
discounts, rebates, returns, master data management 

2 Purchasing process: Order placement, acceptance inspection, returns, master data 
management 

3 Costing process: Standard cost setting, cost accounting, cost variance adjustment 

4 Inventory control process: Disposal, write-down, physical stocktaking 
 



(3) Determination for exclusion from scope of assessment of those business processes that have no 
material impact on financial reporting from among business processes that impact accounts closely 
associated with the company’s business objectives 
In cases where the Company operates multiple businesses at significant locations or business units, 
business processes that are not closely associated with important businesses or operations and that 
have no material impact on financial reporting are excluded from the scope of assessment. 

(4) Identification of material misstatement risk and selection of business processes for addition to scope 
of assessment 
Business processes identified as being of high risk in the Risk Catalog Assessment Sheet are added 
to the scope of assessment. 
 

8. Evaluation of design of internal control over outsourced processes 
Contractors are evaluated on whether they have established internal controls that enable mitigation of 
material misstatement risk in financial reporting. 

If it is possible to use reports of assessments that the contractor has undergone separately, these 
will be reviewed. Otherwise, other measures are considered, such as performing evaluation directly 
through sampling. 

 
 

V. Establishment of IT General Controls 
Internal controls to mitigate material misstatement risk in financial reporting are established. 
Basically, an effective level of internal control is established by evaluating the current design and 
operation of internal controls. 

Once the scope of assessment of business processes has been decided, the scope of 
documentation and assessment of associated systems will be decided. 

With respect to documentation, since this is an area that requires specialized knowledge, advice 
is obtained from outside experts, as necessary. 

 

1. Documentation of IT general controls 
(1) IT systems are divided into groups according to control activities in each evaluation domain and 

document IT general controls for each group. 
(2) To obtain an overview of the system, a System Overview Worksheet containing a list of application 

systems, computer environment, and other details is prepared. 
(3) A Risk Control Matrix for IT general controls is prepared to identify risks in IT general controls and 

their mitigation status. 
 

2. Assessment items for IT general controls 
Assessment items for IT general controls are decided with reference to the key points of control and 
control activities described in the Risk Control Matrix for IT general controls. Assessment items are 
reviewed, in cooperation with the department in charge, at appropriate times, such as when changes are 
made to the Risk Control Matrix for IT general controls. 
 

3. Documentation tools for IT general controls 
The Risk Control Matrix for IT general controls is used. 
 

4. Documentation areas of IT general controls 
IT general controls are documented in each of the following assessment domains: 

(a) Management of system development 
(b) Management of system changes 
(c) Management of system operation 
(d) Access management 



5. Identification of documentation units for IT general controls 
In the business processes selected for inclusion in the scope of documentation, if an IT system is used to 
automate operational processing, the status of that system’s assessment domains will be ascertained and 
the units for documentation of IT general controls will be identified based on an overview of that status. 

  



Chapter 3. Assessment Policy for Internal Controls over Financial Reporting 

I. Development of Assessment Plan 
Once the financial figures for the previous year’s end are finalized, the Corporate Finance and 
Management Department will reexamine the locations or business units and business processes 
subject to assessment and determines the scope of assessment for the current fiscal year. Based on this 
reexamination, the Auditing Department develops an annual schedule for the system, timing, and 
other details of assessment. 
 
 

II. Assessment of Risks and Risk Treatment System 

1. Risk treatment policy 
As it is not realistically possible to treat all risks, only those that may have a material impact on financial 
reporting are treated. 

Sufficient attention should be paid to the fact that the risks to be treated may change according to 
changes in the business environment. 

 

2. Risk assessment methods 
At the beginning of each fiscal year, the Corporate Finance and Management Department interviews 
departments in charge to determine whether the risks identified in the previous fiscal year in the Risk 
Catalog Assessment Sheet are sufficient. 

The Corporate Finance and Management Department then assesses risks by evaluating aspects 
including whether there have been any changes in the circumstances described in the Risk Catalog 
Assessment Sheet, taking into account factors such as the likelihood of occurrence, degree of impact, and 
impact on financial reporting. 

It also checks for changes in the circumstances since the beginning of the fiscal year as appropriate. 
 
 

III. Assessment of Company-Level Controls 

1. Assessment method of company-level controls 
After confirming that all necessary assessment items are listed on the Company-Level Internal Control 
Sheet, the design and operation status is assessed by asking questions of process owners and managers of 
relevant departments and inspecting documentary evidence as necessary. 
 

2. Assessment items for company-level controls 
The Corporate Finance and Management Department determines the assessment items of the Company-
Level Internal Control Sheet, referring to the 42 assessment items described in the Practice Standards, 
and review them at appropriate times, such as in the event of organizational restructuring. 

Among the assessment items for company-level controls (excluding items that have a particularly 
material impact on the reliability of financial reporting), for those indicated as effective in the previous 
year’s assessment results and whose design status has not significantly changed from the previous fiscal 
year, the operation status assessment results for the previous fiscal year may continue to be used by 
making a record to that effect. 

 

3. Assessment tool for company-level controls 
The Company-Level Internal Control Sheet is utilized. 

The parent company (Kissei Pharmaceutical) is assessed on all items on the sheet. Consolidated 
subsidiaries are assessed using sheets for consolidated subsidiaries containing appropriately selected 
assessment items. 

 



4. Selection of locations or business units subject to assessment of company-level controls 
Basically, all locations and business units are subject to assessment. However, if they have no material 
quantitative and qualitative impact on financial reporting, they will be excluded from the scope of 
assessment. In addition, in cases where significant deficiencies or other issues are identified at locations 
or business units not subject to assessment, these locations or business units will be included in the 
assessment for the fiscal year in which the issues occurred. 

A quantitative impact is judged as not material when either of the following criteria applies: 

1 
In consolidated financial statements, a location or business unit whose pre-tax profit after 
consolidation elimination is not included in the top 95% of the total cumulative pre-tax 
profit when locations and business units are ranked in descending order of amount and their 
pre-tax profits are combined 

2 
In consolidated financial statements, a location or business unit whose net sales after 
consolidation are not included in the top 95% of the total cumulative net sales when 
locations and business units are ranked in descending order of amount and their net sales are 
combined 

The materiality of quantitative impact is determined based on absolute values rather than simple figures, 
including negative figures. 
 

5. Consultation with the accounting auditor 
Once the locations or business units to be excluded from the assessment have been selected, the 
Corporate Finance and Management Department and the Auditing Department will consult with the 
accounting auditor on the appropriateness of those selections. 
 

6. Judgment of effectiveness of company-level controls 
Effectiveness is judged by confirming that the company-level controls satisfy the following conditions in 
order to mitigate the risk of misstatements in financial reporting. 
(1) Company-level controls have been established in accordance with the generally accepted framework 

for internal control. 
(2) Company-level controls support the effectiveness of process-level controls and are appropriate 

components of the Company’s overall internal control framework. 
 
 

IV. Assessment of Internal Controls Over Financial Closing and Reporting Process 

1. Assessment method of internal controls over financial closing and reporting process 
(1) For financial closing and reporting processes to be assessed from a company-wide perspective, the 

status of design and operation is assessed using the Company-Level Assessment Sheet by asking 
questions of process owners and managers of relevant departments and inspecting documentary 
evidence, as necessary. 

(2) Financial closing and reporting processes to be assessed as individual business processes are 
assessed in accordance with the assessment method of process-level controls. 
 

2. Assessment items for internal controls over financial closing and reporting process 
(1) For financial closing and reporting processes to be assessed from a company-wide perspective, 

assessment items in the Company-Level Assessment Sheet are used, and the Corporate Finance and 
Management Department reviews the assessment items, as necessary. 

(2) For financial closing and reporting processes to be assessed as individual business processes, the 
Assessment Item Identification List is used to determine materiality, and the assessment items are 
selected by the Corporate Finance and Management Department. 
 

3. Assessment tool for internal controls over financial closing and reporting process 
(1) For financial closing and reporting processes to be assessed from a company-wide perspective, the 



Company-Level Assessment Sheet is used. 
(2) Financial closing and reporting processes to be assessed as individual business processes are 

assessed in accordance with the assessment method of process-level controls is used. 
 

4. Selection of locations or business units subject to assessment of internal controls over financial closing 
and reporting process 

The locations or business units subject to documentation are those selected for company-level controls. 
 

5. Selection of disclosure information, etc. that may have a material impact on reliability of financial 
statements 

From among disclosure information, etc. other than financial statements in annual securities reports and 
other documents, the Corporate Finance and Management Department selects disclosure information, etc. 
that may have a material impact on the reliability of financial statements, taking their quantitative and 
qualitative materiality into consideration, based on the following: 
(1) Information derived from data presented in financial statements and others 

(a) “Key Financial Data” under “Overview of Company” 
(b) “Business Risks,” “Research and Development Activities,” and “Management Analysis of 

Financial Position, Operating Results and Cash Flows” under “Overview of Business” 
(c) “Information About Facilities” 
(d) “Company’s Shares, Etc.,” “Acquisition and Disposal of Treasury Shares,” “Dividend Policy,” 

and “Corporate Governance” under “Information About Reporting Company” 
(e) “Components of major assets and liabilities” and “Other Information” under “Financial 

Information” 
(f) “Corporate Bonds Under Guarantee” and “Information About Reference Indices” under 

“Information About Reporting Company’s Guarantor, Etc.” 
(2) Items closely related to decisions involved in preparing financial statements 

(a) “Description of Business” and “Subsidiaries and Other Affiliated Entities” in “Overview of 
Company” 

(b) Details of affiliated entities, related parties, major shareholders, etc. described in “Major 
Shareholders” under “Information About Reporting Company” 
 

6. Consultation with the accounting auditor 
The accounting auditor is consulted once the scope of items to be assessed from a company-wide 
perspective, the method of assessment, and other relevant matters are determined. 
 

7. Determination of the effectiveness of the design and operation of internal controls over financial closing 
and reporting process by assessment item 

(1) For financial closing and reporting processes to be assessed from a company-wide perspective, 
attention is paid to the following points: 
(a) Controls are designed and operated in accordance with the generally accepted framework for 

internal control. 
(b) The controls support the effective design and operation of individual process-level controls and 

are appropriate components of the overall financial closing and reporting process. 
(2) For financial closing and reporting processes to be assessed as individual business processes, the 

judgment of effectiveness of the design and operation status of internal controls over business 
processes for each assessment item applies. 
 
 

V. Assessment of Process-Level Controls 

1. Assessment method of process-level controls 
Assessment method of process-level controls is in accordance with the assessment of the design status 



and operation status described below. 
With respect to IT application controls, assigned personnel in the System Planning Department and 

at the contractor, KISSEI COMTEC Co., Ltd., participate for each system and evaluate whether there are 
any problems in the assessment of automated controls, as necessary, taking changes in the IT 
environment into account. 
(1) Assessment of design of process-level controls Assessment method of design effectiveness 

(a) Evaluate whether the Process Flowchart, Process Narrative, and Segregation of Duties Matrix 
are consistent with the actual situation by asking questions of process owners and assigned 
personnel, observing operations, and inspecting documentary evidence. 

(b) Review the Risk Control Matrix to evaluate the risks in the relevant operations and the 
existence and adequacy of controls to mitigate those risks. 

(c) Describe the results of assessment concerning control track records and the adequacy of 
controls in the RCM (Design Status Assessment Sheet). 

(d) In principle, the design status of internal controls must be assessed on an annual basis. However, 
if assessment results indicate that company-level controls are effective, the design status 
assessment results for the previous fiscal year may continue to be used for the following 
process-level controls by making a record to that effect: among the relevant process-level 
internal controls (excluding those that have a particularly material impact on the reliability of 
financial reporting), those indicated as effective in the previous year’s assessment results and 
whose design status has not significantly changed from the previous fiscal year. 

(2) Assessment of operation of process-level controls Assessment method of operating effectiveness 
(a) The operation status is evaluated by asking questions of process owners and assigned personnel, 

inspecting documentary evidence, re-executing, and other means, and the assessment results are 
described in the RCM (Operation Status Assessment Sheet). 

(b) Sampling for operation assessment are conducted as follows. 
i. Sample size and sampling method 

Sample size is determined according to the effectiveness of company-level controls. Samples 
are selected at random. 

ii. Decision on whether to use the assessment results of past years in IT application controls 
Among the systems to be assessed, if the assessment results of the previous fiscal year show 
them to be effective and the related IT general controls are being operated effectively in the 
current fiscal year with no changes made to the system, the operation status assessment results 
for the previous fiscal year may continue to be used. However, it is necessary to prove that no 
changes have been made to the system. In addition, if there has been a change in the IT 
environment related to the item, an assessment will be conducted, as necessary. 

(c) In principle, the operation status of internal controls must be assessed on an annual basis. 
However, if assessment results indicate that company-level controls are effective, the operation 
status assessment results for the previous fiscal year may continue to be used for the following 
process-level controls by making a record to that effect: among the relevant process-level 
internal controls (excluding those that have a particularly material impact on the reliability of 
financial reporting), those indicated as effective in the previous year’s assessment results and 
whose design status has not significantly changed from the previous fiscal year. 
 

2. Assessment items for process-level controls 
In consideration of the materiality of risks for each business process, controls that should be assessed are 
designated as assessment items and the designation is reviewed, as necessary. 
 

3. Assessment tools for process-level controls 
The Process Flowchart, Process Narrative, Risk Control Matrix (RCM; Design Status Assessment Sheet 
and Operation Status Assessment Sheet), and Segregation of Duties Matrix are used as assessment tools. 
 



4. Selection of locations or business units subject to assessment of process-level controls 
(1) Selecting significant locations or business units 

1 Significant locations or business units are determined based on consolidated net sales. 

2 
After the net sales after consolidation elimination of locations and business units are listed 
in descending order and combined, those that are included in the top two-thirds of the total 
are selected as significant. 

3 
In addition to the locations and business units with significant quantitative impact as 
described above, significant locations or business units are determined, as necessary, in 
consideration of their qualitative impact. 

 
(2) Decision on the appropriateness of selection of locations or business units (whether to expand scope) 

and policies and selection methods when expanding the scope of assessment 

1 
If there is a problem with the effectiveness of company-level controls, the impact on 
process-level controls is considered. 

2 
When assessing the operation of company-level controls, if there is a problem with the 
effectiveness of control over an individual location or business unit, the addition of that 
location or business unit to the scope of assessment is considered. 

3 
If there is a problem with the effectiveness of locations or business units already subject to 
assessment, measures such as increasing the sample size are considered. 

4 
Remedial measures are taken in the event of deficiencies in design status or deficiencies 
affecting the overall assessment. (Measures such as expanding the scope of business 
process assessment are not taken.) 

 

5. Selection of business processes subject to process-level controls 
(1) Determination for exclusion from scope of assessment of those business processes that have no 

material impact on financial reporting from among business processes that impact accounts closely 
associated with the company’s business objectives 
In cases where we operate multiple businesses at significant locations or business units, we 
exclude from the scope of assessment business processes that are not closely associated with 
important businesses or operations and that have no material impact on financial reporting. 

(2) Identification of material misstatement risk and selection of business processes for addition to scope 
of assessment 
The Corporate Finance and Management Department adds business processes identified as being 
of high risk in the Risk Catalog Assessment Sheet to the scope of assessment. 

 

6. Consultation with the accounting auditor 
Once the significant locations or business units and business processes to be assessed have been selected, 
the Corporate Finance and Management Department and the Auditing Department will consult with the 
accounting auditor on the appropriateness of those selections. 
 

7. Determination of the effectiveness of the design and operation of process-level controls by assessment 
item 

(1) Determining design effectiveness 
Attention is paid to the following points: 
(a) whether internal control is being conducted effectively to prevent or detect any fraud or error in 

a timely manner; 
(b) whether duties are segregated in an appropriate manner; 
(c) whether assigned personnel possess the knowledge and experience necessary to conduct 

internal control; 



(d) whether information concerning internal control is appropriately communicated, analyzed, and 
used; and 

(e) whether any measures are in place to address fraud or error identified by internal control in a 
timely manner. 

(2) Determining operating effectiveness 
The assessment method described in the assessment method of process-level controls are used. 
 

8. Assessment of outsourced processes 
(1) Identification of outsourced processes in the selected business processes 

Outsourced processes in the selected business processes are subject to assessment. 
(2) Determination of the impact on financial reporting (determining materiality) 

If significant controls are dependent on the internal controls of a contractor, the impact on 
financial reporting is judged to be material. If the Group’s process-level controls are serving to 
mitigate material misstatement risk, the impact of the contractor’s controls on financial reporting 
will be judged as not material. 

(3) Method of assessment of internal controls over outsourced processes determined to have a material 
impact on financial reporting 
Contractors are evaluated on whether they have established internal controls that enable mitigation 
of material misstatement risk in financial reporting. 
If it is possible to use reports of assessments that the contractor has undergone separately, these 
will be reviewed. Otherwise, other measures are considered, such as performing evaluation 
directly ourselves through sampling. 
Attention is paid to the following points when using these reports: 
(a) the scope of assessment in the report includes processes contracted by Kissei Pharmaceutical; 

and 
(b) the assessment procedures in the report are deemed to be appropriate. 

 
 

VI. Assessment of IT General Controls 

1. Assessment method of IT general controls 
(1) IT systems are divided into groups according to control activities in each evaluation domain and IT 

general controls are assessed for each group. 
(2) After evaluating the Risk Control Matrix, the design and operation status will be assessed by asking 

questions of process owners and managers of relevant departments and inspecting documentary 
evidence, as necessary. 

(3) Among the IT general controls (excluding those that have a particularly material impact on the 
reliability of financial reporting), for those indicated as effective in the previous year’s assessment 
results and whose design status has not significantly changed from the previous fiscal year, the 
operation status assessment results for the previous fiscal year may continue to be used by making a 
record to that effect. However, if there has been a change in the IT environment related to the item, 
an assessment will be conducted, as necessary. 
 

2. Assessment items for IT general controls 
The assessment items of the Risk Control Matrix are used. 
 

3. Assessment tool for IT general controls 
The Risk Control Matrix is used as the assessment tool. 
 

4. Assessment of assessment units for IT general controls 
In the business processes selected in the scope of assessment, if an IT system is used to automate 
operational processing, the status of the system’s assessment domains and the units of assessment of IT 



general controls are identified based on an overview of that status. 
 

5. Consultation with the accounting auditor 
Once the assessment units of IT general controls to be assessed have been determined, the Corporate 
Finance and Management Department and the Auditing Department will consult with the accounting 
auditor on the appropriateness of those determinations. 
 

6. Determination of the effectiveness of IT general controls over assessment of IT application controls 
If the design and operation status of IT general controls is effective, the sample size for assessing 
implementation of the IT application controls will be the minimum of one sample. 
 

 

VII. Examination of Deficiencies 

1. Estimation and aggregation of quantitative impact of deficiencies 
Separate Deficiency Lists are prepared for company-level controls, internal controls over financial 
closing and reporting process, process-level controls, and IT general controls. If the deficiencies are not 
remediated, the quantitative impact of deficiencies will be estimated and aggregated. 
(1) Company-level controls 

(a) If there are deficiencies in internal controls, the details of the deficiencies will be described in 
the Company-Level Internal Controls Sheet and a Deficiency List prepared. 

(b) If, as a result of assessing the deficiencies found for each basic element, it is determined that the 
basic element is not effective, its impact on other basic elements will be considered. 

(c) If there are deficiencies resulting in insufficient support of business processes, and these 
deficiencies have an impact on business processes, the details and materiality of that impact will 
be identified. 

(2) Internal controls over financial closing and reporting process 
(a) If there are deficiencies in internal controls, the details of the deficiencies are described in the 

Company-Level Assessment Sheet and a Deficiency List prepared. 
(b) If there are deficiencies in the financial closing and reporting process as an individual business 

process, the process-level controls will be applied. 
(3) Process-level controls 

(a) If there are deficiencies in internal controls, the details of the deficiencies are described in the 
RCM (Design Status Assessment Sheet, Operation Status Assessment Sheet) and a Deficiency 
List prepared. 

(4) Internal controls over IT general controls 
(a) If there are deficiencies in internal controls, the details of the deficiencies are described in the 

RCM (Design Status Assessment Sheet, Operation Status Assessment Sheet) and a Deficiency 
List prepared. 
 

2. Material weaknesses 
A material weakness is a deficiency in internal control that is likely to have a material impact on financial 
reporting. 
(1) Material weaknesses in company-level controls 

Among deficiencies in company-level controls, material weaknesses are as follows. In addition, 
both the quantitative and qualitative impacts of the material weaknesses are examined and 
determined. 
(a) Management is not conducting risk assessments associated with the reliability of financial 

reporting, nor is it treating such risks. 
(b) Either the Board of Directors or Audit & Supervisory Board is not supervising, monitoring, or 

examining the design and operation of internal controls for the assurance of reliability of 
financial reporting. 

(c) The department responsible for assessing the effectiveness of internal control is not clear. 



(d) Deficiencies existing in internal controls over IT relating to financial reporting are being left 
uncorrected. 

(e) Either the Board of Directors or Audit & Supervisory Board is unable to supervise, monitor, or 
examine the effectiveness of internal control due to the lack of records on the design of internal 
controls, such as records of process flow, identification of misstatement risks and internal 
controls over risks. 

(f) Deficiencies in company-level controls reported to management, the Board of Directors, or 
Audit & Supervisory Board are not being corrected within a reasonable period of time. 

(2) Material weaknesses in internal controls over the financial closing and reporting process 
Among deficiencies in the financial closing and reporting process to be assessed from a company-
wide perspective, material weaknesses are as follows. In addition, both the quantitative and 
qualitative impacts of the material weaknesses are examined and determined. 
(a) Deficiencies in documentation of accounting practices and in accounting policies and 

procedures 
(b) Deficiencies in talent depth, competence, and training of accounting personnel 
(c) Significant revisions due to comments by the accounting auditor 
(d) Adjustments to financial statements of past years 

Material weaknesses in internal controls over the financial closing and reporting process as 
individual business processes correspond to material weaknesses in process-level controls. 

(3) Material weaknesses in process-level controls 
A material weakness in process-level controls is a deficiency in internal controls that is likely to 
result in a misstatement exceeding a certain amount or a qualitatively material misstatement. 
(a) Quantitative materiality 

The materiality threshold is around 5% of pre-tax income after consolidation elimination, but it 
is determined as appropriate in consultation with the accounting auditor, while taking into 
consideration the relationship with quantitative materiality in the auditing of financial 
statements. 

(b) Qualitative materiality 
Decisions are made based on delisting criteria, the degree of impact on investment decisions, 
transactions with related parties, and the degree of impact on the reliability of financial 
reporting of items such as the status of major shareholders. 

(4) material weaknesses in IT general controls 
A material weakness in IT general controls is a deficiency in IT general controls that make it 
impossible to maintain the continuous effective operation of IT. 
 

3. Determining material weaknesses 
In cases where there are multiple deficiencies in internal controls, they will be assessed for whether 
together they constitute a material weakness. 

Cases where multiple deficiencies together constitute a material weakness are as follows. 
(1) Where, when all deficiencies relating to the same account are combined, the effect of the 

deficiencies constitutes a material misstatement in financial reporting 
(a) Cases where the combined effect of multiple deficiencies on one account constitutes a material 

weakness 
(b) Cases where deficiencies at multiple locations or business units constitute a material weakness 

as a whole 
(2) Cases where the aggregate effect of the deficiencies does not constitute a material misstatement at 

the financial statement level when viewed by account, but it does constitute a material misstatement 
when the effects pertaining to multiple accounts are combined 
 

4. Method of reporting deficiencies 
The Auditing Department reports any material weaknesses and any reportable deficiencies to the 
chairman, Audit & Supervisory Board members and the Risk Management Committee. 

The Risk Management Committee reports any material weaknesses to the Board of Directors. 



VIII. Remediation of material weaknesses 

1. Development of remediation plan 
The Auditing Department develops a remediation plan by compiling the corrective measures for material 
weaknesses stated in the Deficiency List and report the plan to the chairman, Audit & Supervisory Board 
members and the Risk Management Committee. The Risk Management Committee in turn reports it to 
the Board of Directors. 
 

2. Method of executing remedial action 
Each department in charge and related departments execute remedial actions based on the remediation 
plan in accordance with the establishment of internal controls. 
 

3. Method of reporting remediation results 
The Auditing Department assesses the results of remediation reported by each department in charge and 
relevant departments and report the results to the chairman, Audit & Supervisory Board members and the 
Risk Management Committee. The Risk Management Committee in turn reports those results to the 
Board of Directors. 
 

 

IX. Reassessment and Other Additional Measures 

1. Method of examining significant changes made before period-end date when assessment is conducted 
on an interim date 

Confirmation is made that there have been no significant changes before the period-end date with a Letter 
of Confirmation of Internal Controls as of the Period-end Date provided to each department in charge. 
 

2. Consideration of additional assessment measures in response to material changes 
If changes are made to material controls after the assessment has been conducted during the period, 
additional assessment measures will be considered. 
 

3. Scope of reassessment 
Only those areas affected by the changes in controls are subject to reassessment. 
 

4. Reassessment method, sample size, etc. 
Reassessment is conducted with a sample size deemed necessary in line with the frequency of controls. 
 

5. Evaluation of scope of assessment and materiality threshold based on finalized figures at period-end 
date 

(1) The appropriateness of the scope of assessment is evaluated based on the final figures at the end of 
the period. 

(2) If the materiality threshold has been changed, confirmation is made of whether this will affect the 
determination of material deficiencies based on the final figures at the period-end date. 
 

6. Evaluation of remedies implemented from period-end date to date of submission of Internal Control 
Report and their effectiveness 

If remedial measures are taken after the period-end date, the content and effectiveness of such measures 
will be evaluated in accordance with regular assessment methods. 
 
 



X. Policy for Exclusion from Assessment Due to Difficulty in Conducting Assessment 
In cases where unavoidable circumstances preclude sufficient assessment procedures for certain 
internal controls, the affected controls will be excluded from the scope of assessment in consultation 
with the accounting auditor, after the impact of that exclusion on financial reporting has been 
sufficiently ascertained. 

For example, the following cases are judged to be unavoidable circumstances. 
(1) In the event of the acquisition of, or merger with, another company in the second half of the fiscal 

year 
(2) In the event of a disaster 

 
 

XI. Internal Control Report 
(1) The Auditing Department prepares a draft Internal Control Report and submits it to the chairman. 
(2) The Internal Control Report is to be formatted to comply with the Cabinet Office Order. 

 
 

XII. Recording and Retention 
The Auditing Department must record and retain information concerning the assessment of the 
effectiveness of internal control over financial reporting, including all procedures, results, identified 
deficiencies, and remedial measures. 

Related supporting documents are to be appropriately retained so that a third party can inspect 
them at a later date. 

The retention period of prepared records on internal controls is the period prescribed in the 
Document Management Regulations. 

Records are retained on digital media, paper, film, and other formats that enable them to be 
viewed in a timely manner when required. 

 
 

XIII. Supplementary Provisions 
This Basic Policy is established on January 17, 2008. 

Revised April 1, 2010 
Revised July 1, 2011 
Revised June 27, 2014 
Revised April 1, 2024 


