
Protocol Concept Sheet (PCS)
THIS FORM MUST BE COMPLETED ELECTRONICALLY (DUE TO THE INCLUSION OF DROP-DOWN 

FIELDS)
Complete the form below electronically and attach specified documentation.

Study Specifications(1)

Study Drug/Device

Study Type (e.g. Phase, in vitro, 
registry, etc.)

Please specify study type: If ‘Other’, please specify:

Design Number of Arms: 

Number of Cohorts: 

Randomized  Yes  No

Stratified  Yes  No 
If ‘Yes”, please specify type of stratification: 

Type of control group: 
If ‘Other’, please specify:

Blinded  Yes   No
If ‘Yes”, please specify type of blind:

Patient Population (e.g., Cancer 
unknown primary with X gene 
mutation) 

Number of Sites/Countries Geographic scope: 

Total No. Sites: Total No Countries: 
List All Planned Countries: 

Title of Proposal/Protocol

Sample Size Number of patients to be evaluated across all arms/cohorts: 

Number of patients within above total to receive drug/device: 

Sponsor/Budget (in the case of
undecided, describe a plan)

Approval of IRB
(at the time of application)

Yes No
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Study Synopsis
Requestor must either attach Study Synopsis or, to the extent relevant, add the details in text form 
below. See details below  *up to  500 - 1000 words (excluding references)

• Abstaract
• Background, study rationale and unmet medical need
• Study objective(s) (list as many as apply)
• Methodology/sequence of procedure

- Screening period (if retrospective/prospective data evaluation, describe the process for screening charts
for eligibility)

- Treatment period (if using drug on-formulary for a retrospective/prospective data evaluation, please specify
standard of care followed)

- Follow-up period (if retrospective/prospective data evaluation, specify any part of patient care post-treatment or
procedure for which data will be collected from the charts, including in a post-op area or post-48 hours, etc.)

• Inclusion and exclusion criteria
• Treatment (dose and administration)
• Statistical analyses/assumptions（Describe presence or absence of advice of the statistician as well)

user01
ノート注釈
user01 : Unmarked





Disclosure of Conflict of Interest 


 Columns with * are required. 


 


1. Are you an employee of a company and/or a profit-making organization? (Except reported 


affiliated organization) * If yes, please specify the name of company and/or organization 


and your status. 


Yes  


No 


 


2. Are you an advisor of a company and/or a profit-making organization, expecting to receive 


more than 1 million yen for the job between January 1, 2016 to December 31, 2016? * If 


yes, please specify the name of company and/or organization, status. 


Yes  


No 


 


3. Do you and/or your family members who share livelihood with you have 10％ or more of 


stock of a company and/or a profit-making organization related to clinical medicine 


studies? * If yes, please specify the name of company and/or organization for each person. 


(No necessary to specify name of stockholder, amount of stock or amount of profit). 


Yes  


No 


 


4. Have you and/or your family members who share livelihood with you earned more than 


500,000 yen as a lecture fee from a company and/or a profit-making organization related 


to clinical medicine studies? * If you and/or your family member earn more than 


500,000yen per person, please specify the name of company and/or profit-making 


organization. 


Yes  


No 


 


5. Have you and/or your family members who share livelihood with you earned more than 


500,000 yen as the manuscript fee from a company and/or a profit-making organization 


related to clinical medicine studies? * If you and/or your family member earn more than 


500,000yen per person, please specify the name of company and/or profit-making 


organization. 


Yes  


No 


 


 


 







6. Have you and/or your family members who share livelihood with you received more than 


1 million yen as research expenses in total from a company and/or a profit-making 


organization related to clinical medicine studies? (It does not matter whether the research 


expenses are for presentations at meetings or not. Expenses for basic research are also 


subject to disclose.) * Please specify name of a company and/or an organization if one 


person have received more than 1 million yen in total within those 12 months. 


Yes  


No 


 


7. Have you and/or your family members who share livelihood with you received more than 


1 million yen as the contributions in total from a company and/or a profit-making 


organization related to clinical medicine studies? *Please specify name of a company 


and/or an organization if one person received more than 1 million yen in total within those 


12 months. 


Yes  


No 


 


8. Have you and/or your family members who share livelihood with you earned more than 1 


million yen in total as a fee of comment, judgment and testimony upon trials, etc. from a 


company and/or a profit-making organization related to clinical medicine studies? * Please 


specify name of a company and/or an organization if one person have received more than 


1 million yen in total within those 12 months. 


Yes  


No 


 


9. Are you and/or your family members who share livelihood with you a representative of 


organization for clinical study which receive research expenses (donation, contraction, 


others, and expenses for basic research are also subject to disclose) from company? * 


Please specify the name of company and/or organization. 


Yes  


No 


 


 


10. Have you and/or your family members who share livelihood with you received gifts 


equivalent to more than 50,000 yen or any payment from a company and/or a 


profit-making organization related to clinical medicine studies? * Please specify name of a 


company and/or an organization if one person have received more than 50,000 yen in total 


within those 12 months. 


Yes  


No 
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