三、Contents of Grant Proposal (New) (Form CM03): Taiwan Clinical Trial Consortium Project Proposal
Please follow the requirements as below:

· Type setting: Times New Roman or Arial, 12-point, single-spaced

· Page limit: As indicated in each specific sections
(1) Objectives, KPI, Past Results, and Future Plan  

Complete this section in the order of the following items: 1. Objectives and Participating Sites, 2.  Background and Rationale, 3. Strategy and Methods, 4. Anticipated KPI and Milestones, 5. Past Important results within the past three years, 6. Others, 7. 2019 Future Plan and Anticipated Achievements, 8. Other Important Information, 9. Effort Distribution, and 10. Appendix
	1. Objectives (Within half page)
Name of Participating Sites and PI/Co-PI in charge:
Name of Participating Sites

Abbreviated Name1
Name of PI or Co-PI

in charge

1

2

3

4

5

6

7

8

9

10

1Abbreviated Name: such as “VGHTPE” for Taipei Veterans General Hospital, “MMH, Taipei” for Mackey Memorial Hospital, Taipei Branch, etc.
2. Background and Rationale (Within half page)
3. Strategy and Methods (Within half page)
4. Anticipated KPI and Milestones
KPI and Milestones
Year 11
2019.05~2020.04.

Year 2

2020.05~2021.04.

P2
P

1

No. of clinical trials conducted for domestic pharmaceutical companies
2
No. of investigator-initiated product-oriented clinical trials
3

Chairman or advisory board member of the international clinical trials

4

No. of clinical trials conducted for international pharmaceutical companies
5
Ranking of this Proposed Consortium in Asia Pacific
6

Others

1Year 1 started in 2019.05, please provide the expected KPIs and Milestones to be proposed within the execution period of Year 1, i.e., 2019.05~2020.04. The same is for Year 2 and so on.

2P: Proposed


	5. Past Important Results within the past three years (From 2016.01.01~ 2018.12.31). Please just list the conducted clinical trials which executed jointly by the proposed team members chronologically with start and end date (if the trial is still in progress, please write “in progress” as end date).

(1) Clinical trials conducted for domestic (Taiwan) pharmaceutical companies
No.

Title of Trial

Phase (1, 2, 3) 

Indication

Start Date

y/m/d
End Date

y/m/d
Sponsor (Country)

No. of Patients

Put “(” if apply

Targeted

Achieved*
Chairman

Advisory board member

Global

Taiwan

Taiwan

1-1

1-2

1-3

1-4

1-5

1-6

1-7

1-8

1-9

*For each clinical trial listed above, please provide the no. of patients recruited by each Taiwan Participating Hospital as below.
No.

Name of Taiwan Participating Hospitals (Abbreviated names)

No. of Patients Recruited in Each Hospital

Total

1-1

1-2

1-3

1-4

1-5

1-6

1-7

1-8

1-9

Total
(2) Clinical trials conducted for international pharmaceutical companies

No.

Title of Trial

Phase (1, 2, 3) 

Indication

Start Date

y/m/d
End Date

y/m/d
Sponsor (Country)

No. of Patients

Put “(” if apply

Targeted

Achieved*
Global Chairman

Advisory board member

Global

Taiwan

Taiwan

2-1

2-2

2-3

2-4

2-5

2-6

2-7

2-8

2-9

*For each clinical trial listed above, please provide the no. of patients recruited by each Taiwan Participating Hospital as below.
No.

Name of Taiwan Participating Hospitals (Abbreviated names)

No. of Patients Recruited in Each Hospital

Total

2-1

2-2

2-3

2-4

2-5

2-6

2-7

2-8

2-9

Total

(3) Product-oriented investigator-initiated clinical trials on new drug, medical device, etc.

No.

Title of Trial 

Phase (1, 2, 3) 

Indication

Start Date

y/m/d
End Date

y/m/d
Sponsor (Country)

No. of Patients

Targeted

Achieved*
Global

Taiwan

Taiwan

3-1

3-2

3-3

3-4

3-5

3-6

3-7

3-8

3-9

*For each clinical study listed above, please provide the no. of patients recruited by each Taiwan Participating Hospital as below.
No.

Name of Taiwan Participating Hospitals (Abbreviated names)

No. of Patients Recruited in Each Hospital

Total

3-1

3-2

3-3

3-4

3-5

3-6

3-7

3-8

3-9

Total

(4) List the name, position and contribution of PIs who served as the Chairman or Advisory board/Steering Committee members of the international clinical trials within the past three years (from 2016.01.01 to 2018.12.31).
Role
Name/Position
Title of Clinical Trial
Contribution and Accomplishment (Within 200 words)
Chairman
Advisory board/Steering Committee member
others
(5) Ranking of this Proposed Consortium in Asia Pacific.
The source information or reference provided should include objective measurement of the ranking, such as publications of the Consortium, reports that show the performance of this Consortium in comparison with the clinical trial consortium, groups or alliances in other countries, etc.

Year

Ranking

Source/Reference

2016
2017
2018
(6) Highlights, outcomes, follow-ups, and clinical impact of the clinical trials listed above, e.g., any product on market and its sales volume, etc.

No.*
Highlights, outcomes, follow-ups, and clinical impact of the clinical trials
*Please use the Clinical Trial No. listed in Table (1) Clinical trials conducted for domestic (Taiwan) pharmaceutical companies, Table (2) Clinical trials conducted for international pharmaceutical companies, and Table (3) Product-oriented investigator-initiated clinical trials on new drug, medical device, etc.
6. Others (please specify) such as specific infrastructure, database, mechanism of governance, information system, working committee, etc., formed by this proposed consortium.



	7. 2019 Future Plan and Anticipated Achievements. Please provide additional information or reference in (10) Appendix.
8. Other Important Information (Within half page)
9. Effort Distribution (%) 
Effort
Year 1
2019.05~2020.04.

Year 2
2020.05~2021.04.

P1
P

1
Conduct domestic (Taiwan) pharmaceutical company-sponsored clinical trials
2
Conduct product-oriented investigator-initiated clinical trials
3

Conduct international pharmaceutical company-sponsored clinical trials
4

Others
1P: Proposed

	10. Appendix




(2) Administrative and Management Aspects

1. Organizational Structure 

Provide the personnel organizational structure of this project and briefly describe how it is operated to ensure effective achievement of the goals, milestones, and KPIs set for this project (Limit to 1 page).

	


2. Personnel Responsibilities (Limit to 1 page).
	Responsibilities and job function of each personnel (paid by this Project):

Name1
Qualification2
Job responsibilities and function and site(s) of work3
1Name: For personnel to be hired, please write “To be hired”.

2Qualification: e.g., bachelor, master, PhD, etc.

3Please explain clearly about the work of each personnel and which site(s) he/she works for so that the personnel budget can be justified by the reviewers.



3. Steering Committee 工作推動小組
	No.
	Name
	Position Title 
/Organization
	Expertise/ Qualifications

	
	Chinese
	English
	
	

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	

	7
	
	
	
	

	8
	
	
	
	

	9
	
	
	
	

	10
	
	
	
	

	


4. The Administrative Support from Affiliated Institution. 
Please describe what support and resources will be provided by the affiliated institution of the PI/co-PI for execution of this proposed project. 

	 


5. Content of Website 
Website is an important source of information of the Clinical Trial Consortium to local and international Pharma and Biotech Co. Please describe and show the content in the website, if any.
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