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1 PURPOSE

1.1 This policy establishes legal counsel’s opinion of which individuals meet the following DHHS and FDA definitions when the research is conducted in New York:

1.1.1 Legally authorized representative

1.1.2 Children

1.1.3 Guardian

2 REVISIONS FROM PREVIOUS VERSION

2.1 3.1.1.2.3 revised

2.2 3.1.3 added

2.3 Reference to 21 CFR Part 50 Subpart D added and Materials revised to include Checklists for Research Involving Children or Cognitively Impaired Adults

3 POLICY

3.1 Under DHHS and FDA regulations a “legally authorized representative” means an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research. Unless the IRB has waived the requirement to obtain consent, when research involves adults unable to consent, permission must be obtained from a legally authorized representative. 

3.1.1 When research is conducted in New York, the following individuals meet this definition:

3.1.1.1 A court appointed guardian who is specifically given authorization to consent to participation in research.

3.1.1.2 In the absence of a court appointed guardian who is specifically given authorization to consent to participation in research, any of the following individuals, as defined in the New York Family Health Care Decisions Act, Mental Hygiene Law, and applicable Mount Sinai policies:

3.1.1.2.1  A court appointed guardian who is specifically given authorization to consent to health care.

3.1.1.2.2 A previously designated health care proxy

3.1.1.2.3 Spouse (if not legally separated) or domestic partner
  

3.1.1.2.4 Children > 18 years of age

3.1.1.2.5 Parents

3.1.1.2.6 Siblings > 18 years of age

3.1.2 For research outside New York, a determination of who meets the DHHS and FDA definitions of “legally authorized representative” is to be made with consultation from legal counsel.  This consultation will be facilitated by the IRB staff.
3.1.3 One person from the list of individuals meeting the definition of surrogate from the highest class in priority when persons in prior classes are not reasonably available, willing, and competent to act, shall be the surrogate for an adult patient who lacks decision-making capacity.  However, such person may designate any other person on the list to be surrogate, provided no one in a class higher in priority than the person designated objects.
3.1.4 Mount Sinai policies should be followed concerning determination of capacity to consent.  Particular attention should be paid regarding who can make these determinations when incapacity may be due to mental illness or intellectual disabilities.

3.2 Under DHHS and FDA regulations “children” are persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted. Subpart D must be applied if and only if an individual involved in the research meet this definition. 

3.2.1 When research is conducted in New York, all individuals under the age of 18 years meet this definition with the following exceptions:

3.2.1.1 Minors, defined as individuals who meet one of the following criteria, do not meet the DHHS and FDA definition of “children”: (Article 24-A §2504)

3.2.1.1.1 Married/widowed/divorced;

3.2.1.1.2 A parent;

3.2.1.1.3 In the case of medical, dental, health and hospital services relating to prenatal care a female who is pregnant.

3.2.1.2 Individuals under the age of 18 when the research procedures are limited to:

3.2.1.2.1 Diseases dangerous to the public health;

3.2.1.2.2 Chemical dependency (Mental Hygiene Law §22.11) if, in the judgment of a physician, parental or guardian involvement and consent would have a detrimental effect on the course of treatment of a minor who is voluntarily seeking treatment for chemical dependence or if a parent or guardian refuses to consent to such treatment and the physician believes that such treatment is necessary for the best interests of the child.

3.2.1.2.3 Prenatal care in the case of pregnant children.

3.2.1.2.4 Certain outpatient mental health services as described in Mental Hygiene Law §32.21(c) through §32.21(e).

3.2.2 For research outside New York, a determination of who meets the DHHS and FDA definitions of “children” is to be made with consultation from legal counsel.  This consultation will be facilitated by the IRB staff.  
3.3 Under DHHS and FDA regulations a “guardian” means an individual who is authorized under applicable State or local law to consent on behalf of a child to general medical care. When research involves children and parental permission is required, consent may only be obtained from parents (biologic or adoptive) or a guardian as defined by DHHS and FDA regulations. When research is conducted in any jurisdiction and permission for a child to participate in research is to be obtained from an individual other than biological or adoptive parents, the research team should verify the legal ability of this individual to consent to the child’s general medical care. When documentation from this individual is provided, a copy of this documentation is to be kept with the consent document in the investigator’s files.
3.4 Under DHHS and FDA regulations, the IRB must also consider whether assent must be obtained, from which children, and if/how documentation of assent must be recorded.
4 RESPONSIBILITIES

4.1 Investigators are to follow this policy when obtaining permission for adults unable to consent or children to take part in research.

4.2 IRB staff will facilitate consultations with legal counsel regarding research outside of New York.

5 PROCEDURE

5.1 None

6 MATERIALS

6.1 CHECKLIST: Research Involving Children
6.2 CHECKLIST: Research Involving Cognitively Impaired Adults

7 REFERENCES

7.1 45 CFR §46.102, 45 CFR §46.402
7.2 21 CFR §50.3

7.3 21 CFR Part 50 Subpart D
7.4 New York State Public Health Law Article 29-CC

7.5 New York State Mental Health Law Article 81
� ARTICLE 29-CC FAMILY HEALTH CARE DECISIONS ACT defines "Domestic  partner" as a person who, with respect to another person: �     (a) is formally a party in a domestic partnership or similar relationship with the other person, entered into pursuant to  the  laws  of  the United  States or of any state, local or foreign jurisdiction, or registered as the domestic partner of the  other  person  with  any  registry maintained  by  the employer of either party or any state, municipality, or foreign jurisdiction; or�     (b) is formally recognized as a beneficiary or  covered  person  under the other person's employment benefits or health insurance; or�     (c)  is  dependent  or mutually interdependent on the other person for support, as evidenced by the totality of the circumstances indicating a mutual  intent  to  be  domestic  partners including but not limited to:  common ownership or joint leasing of real or personal  property;  common householding,  shared  income  or  shared  expenses; children in common; signs of intent to marry or become domestic partners under paragraph (a) or (b) of this subdivision; or the length of the  personal  relationship of the persons.�Each party to a domestic partnership shall be considered to be the domestic partner of the other party.  "Domestic partner" shall not include a person who is related to the other person by blood in a manner that would bar marriage to the other person in New York State.  "Domestic partner" also shall not include any person who is less than eighteen years of age or who is the adopted child of the other person or who is related by blood in a manner that would bar marriage in New York state  to a person who is the lawful spouse of the other person. 
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