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帳號申請表

2

本中心官網申請辦法
Email至 tcvghcrc@vghtc.gov.tw

Email 主旨：【ClinicalTrials.gov帳號申請】

帳號申請成功通知信
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首次申請帳號者
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對臨床試驗中

心提出申請

• Email至：tcvghcrc@vghtc.gov.tw

• Email 主旨：【ClinicalTrials.gov帳號申請】

臨床試驗中心

寄出信件

(帳號申請表)

• 申請人回覆ClinicalTrials.gov帳號申請表

• 需填寫計畫主持人資料及使用者資料

臨床試驗中心

收到PI資料後

開立帳號權限

• 申請人收到ClinicalTrials.gov網站提供的

Organization、Username、Password的信件後，至

ClinicalTrials.gov網站登錄試驗資料
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登入
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• Organization:TaichungVGH
(本院專用帳號，勿改)

 需先申請帳號才能登入網站
 如有登錄上的問題可以撥4780來電詢問喔！
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新增新研究案 Create a new record

• 輸入帳密後點選 New Record後即可開始編輯
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新增新研究案 Create a new record

輸入IRB number

研究案名稱(不超過3百字)
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Ex：
Brief Title: Women’s Health Initiative
Acronym: WHI（可自行定義）
Displayed on ClinicalTrials.gov as: Women’s Health Initiative (WHI)

新增新研究案 Create a new record
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Definition: 

The date on which the responsible party 

last verified the clinical study information in 

the entire ClinicalTrials.gov record for the 

clinical study, even if no additional or 

updated information is being submitted. 

新增新研究案 Create a new record

TCVGH_CTC_202407 



9

• Not yet recruiting
• Recruiting
• Enrolling by invitation
• Active, not recruiting
• Completed (last participant’s last visit 

has occurred)
• Suspended
• Terminated
• Withdrawn (Study halted prematurely, 

prior to enrollment of first participant)

新增新研究案 Create a new record
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新增新研究案 Create a new record

Sponsor/Collaborators

IIT研究，此項目需填寫PI本人！！（很重要）
送審後PI才會再次收到確認信件
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Oversight

預計向美國FDA申請新藥或新醫療技術登記，才需填YES

本院IRB或TFDA

新增新研究案 Create a new record
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Oversight

Choose ”YES” or “NO” from the drop down.
計畫案來源或經費與美國FDA有關才需填YES

新增新研究案 Create a new record
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Study description/ Conditions

新增新研究案 Create a new record
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Study design
Treatment

Prevention

Diagnostic

Supportive 

Care

Screening

Health 

Services 

Research

Basic 

Science

Device 

Other

Single Group

Parallel

Crossover

Factorial

Sequential

新增新研究案 Create a new record

14

會依前面所選的
研究類型自動帶出 (介入型)

(前瞻型)

Note: "Arm" means a pre-specified group or subgroup of 

participant(s) in a clinical trial assigned to receive specific 

intervention(s) (or no intervention) according to a protocol.
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Definition: The method by 

which participants are assigned 

to arms in a clinical trial.

• N/A (not applicable)

• Randomized

• Nonrandomized

Definition: The estimated total number of 

participants to be enrolled (target number) 

or the actual total number of participants 

that are enrolled in the clinical study.

新增新研究案 Create a new record

Study design
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Registration

※輸入完成後詳細檢視您登錄的資料，

如出現紅色字體(ERROR)為登錄資料不完全

若要繼續編輯或修改，
選擇Edit繼續編輯

新增新研究案 Create a new record
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新增新研究案 Create a new record

Registration
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新增新研究案 Create a new record
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此狀態網站會寄確認信件給PI，需至信件點選”同意”

才會開始進入審查階段

PI收到這封信件點選Approved後才會進到下一階段
TCVGH_CTC_202407 



Study Result
• Results Section

1. Participant Flow

2. Baseline Characteristics

3. Outcome Measures

4. Adverse Event Information

5. Limitations and Caveats

6. Certain Agreements

7. Results Point of Contact

8. Delayed Results (Optional)

Study completion 之後再填
填寫Results Section後無法再修改變更登錄資料

新增新研究案 Create a new record
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若沒有正確填寫試驗計畫資料，系統將拒絕此計畫登錄作業

需於招募第一位受試者前完成臨床試驗計劃登錄作業

補登容易發生邏輯錯誤以及影響科學性

進行中的臨床試驗，需每6個月更新所登錄的資料內容

已結案之臨床試驗計畫需填寫試驗結果(Result)

英文版protocol ( draft可)為必備文件

總結
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