Medical Care Act
provisions pertain to human trials
Amended on May 20, 2009, by President Order Hua Chung(1) Yi Tze No. 098001525131

Article 8  The term —human trial“ as used in the Act shall refer to experimentation research conducted by medical institutions on humans according to medical theory by use of new medical technologies, medicaments, medical implements and bioavailability and bioequivalence of generic drugs. 
Under the implementation of the human trial, a subject’s independent willingness should be respected, and the health rights and interests and privacy thereof should be protected. 
Article 22  Receipts shall be made by medical care institutions for medical fees charged, which shall clearly state the item(s)and fee(s).

Medical fees charged by medical care institutions shall not violate or exceed the standard for the fees, nor shall medical institutions charge for items without authorization.
Article 78 For the purpose of improving the standard of domestic medical technology or the prevention of disease, teaching hospitals may conduct human trials after formulating a plan and approval from the central competent authority, or upon entrustment of the central competent authority. However, bioavailability and bioequivalence of generic drugs could be conducted without approval of central competent authority.
Non-teaching hospitals may not conduct human trials. However, the preceding Paragraph may apply mutatis mutandis to specify hospitals with the approval of the central competent authority..
The plan for human trial by a medical care institution referred to in the preceding two Paragraphs should be reviewed and approved by personnel in medical technologies, legal experts, social justice or civil organization representatives and the ratio of one single sex should be no less than one-third; the same applies to trial modification. Reviewer should avoid conflict of interests.
Article 79  When conducting human trials, medical care institutions shall pay proper attention to the medical procedure, and shall first obtain a written consent from the trial subject. Trial subject should be limited in adult who has capacity. However, the trial that could be beneficial to the specific group or specific disease patients is an exception.

 The trial subject of aforementioned exception is a person of limited capacity to make juridical acts, consent shall be obtained from oneself and legal agent. If the trial subject has no capacity, consent shall be obtained from legal agent.
The medical care institution shall clearly state the following on the written consent referred to in the preceding Paragraph, and shall inform the trial subject of the following before obtaining his/her or legal agents’ consent:

1. Purpose and method of trial;

2. Possible risks and side-effects;

3. Expected trial results;

4. Explanation of other possible treatment methods;

5. Withdrawal of consent at anytime by trial subject.

6. Trial related damage indemnification or insurance mechanism. 

7. Confidentiality of the subject’s personal information.

8. Storage and reuse of the subject’s biological specimens, personal information or the derivatives thereof.

In respect of the information and the written consent set forth in the previous paragraph, the medical institution should give sufficient time for consideration, and cannot act by duress or other improper means. 
Article 79-1
Except for the regulations otherwise provided, the human trial related matters set forth in the previous two articles, including application procedures, guidelines of reviewing procedure and principles of avoiding conflicts of interests, information disclosure, supervision and management, audit, and other items for informed contents are established by the central competent authority.

Article 79-2 
In respect of the subject who does not agree to participate in the human trial or withdraw the consent, the medical institution should perform the routine treatment, and cannot prejudice the legitimate rights and interests on medical care thereof. 
Article 80   Medical care institutions shall submit trial report in accordance with notification by the central competent authority during human trial period. If the central competent authority feels there is concern for safety, the medical care institutions shall cease trial immediately.

Medical care institutions shall submit trial report to the central competent authority at the completion of the human trial.

Article 98   The central competent authority shall establish a medical review committee, which shall set up different working groups in accordance with the different missions, which are as follows:

1. Improvement of the medical care system;

2. Review of medical technologies;

3. Review of human trials;

4. Assessment commissioned by the judiciary or procuratorial authority;

5. Improvement of the specialist system;

6. Promotion of medical ethics;

7. Review of establishment or expansion of large hospitals exceeding a certain scale;

8. Review of other medical affairs.

The organization, meeting, and other regulations of the medical care committee referred to in the preceding Paragraph shall be established by the central competent authority.

Article 100  Members of the medical review committee referred to in the preceding two Articles shall include medical experts, legal experts, scholars, and social personages, excluding legislators/councilors and representatives of medical juridical persons, of which legal experts and social personages shall account for at least one-third of the number of members.
Article 102  The institutions with following situations would be subject to a fine of no less than NT$10,000 but no more than NT$50,000, and have to correct it within a given time. If matters don't get improved by time, the institutions would receive consecutive punishment. 

(1) The one who has violated Paragraph 1 of Articles 25、Articles 26、Paragraph 1 of Articles 27、Articles 59、Paragraph 1 of  Articles 60、Articles 65、Articles 66、Paragraph 1 and 3 of Articles 67、Articles 68、Articles 70、Articles 71、Articles 73、Articles 74、Articles 76 or Paragraph 2 of Articles 80。

(2) The one who has violated the Establishment Standards of the central competent authority authorized by the Paragraph 3 of Article12.

(3) The one who has violated the Governing Regulations of the central competent authority authorized by the Article13.

(4) The one who has violated the regulations of the central competent authority authorized by the Article 69.

The institutions with following situations would be punished by preceding regulations and have to correct it within a given time. If matters don't get improved by time, the institutions would get a determination of suspension for no less than one month and no more than one year.
(1) The one who has violated Paragraph 1 of Articles 25 or Articles 66。

(2) The one who has violated the Establishment Standards of the central competent authority authorized by the Paragraph 3 of Article12.

(3) The one who has violated the Governing Regulations of the central competent authority authorized by the Article13.

(4) The one who has violated the regulations of the central competent authority authorized by the Article 69.
Article 105  Persons who violate any of the provisions of Paragraphs1 of Article 78 shall be subject to a fine of no less than NT$100,000 but no more than NT$500,000 by the central competent authority. Serious violations shall be subject to cessation of practice for no less than one month but no more than one year.

Persons who violate the provisions of Paragraph2 of Article 78 shall be subject to a fine of no less than NT$200,000 but no more than NT$1,000,000 by the central competent authority. Serious violations shall be subject to suspension of practice for no less than one month but no more than one year, or revocation of practice license.

The one who has violated Paragraph 3 of Article 78 or the regulations related to the guidelines of inspection procedures stipulated by the central competent authority by the authorization under Article 79-1, is punished by the central competent authority with a fine no less than NT$100,000 and no more than NT$500,000, and the human clinical trial or the inspection set forth in Paragraph 3 of Article 78 may be ordered to be discontinued.     

The one who has violated Articles 79, 79-2, Paragraph 1 of Article 80, or the regulations related to the matters of supervision and management or audit and stipulated by the central competent authority by the authorization under Article 79-1, is punished by the central competent authority with a fine no less than NT$100,000 and no more than NT$500,000, and the human trial may be further ordered to be discontinued when there are concerns of safety or prejudice to the subject’s rights and interests; under significant circumstances, in respect of the whole or part of involved business or the divisions and services violating provisions, a determination of suspension for no less than one month and no more than one year may be made.
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