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Human Research Protection Program Departmental Policy and Procedure  

3.2 Informed Consent by Surrogate (Parents or Legally Authorized 
Representatives)  
Responsible Office: Human Research Protection Program Department (HRPPD) 

Effective Date: June 5, 2026  

I. Policy Rationale and Text 

a. Obtaining legally effective informed consent of individuals before involving 

them in research is one of the central protections provided in the regulations 

governing research. Informed consent in research is founded on the Belmont 

Principle “respect for persons” 

b. This policy is designed to protect human subjects from exploitation and harm 

and, at the same time, make it possible to conduct research on problems that 

are unique to persons who have impaired decision-making capacity. 

c. Ordinarily, an investigator must obtain informed consent directly from 

prospective research subjects. When the prospective research subject is a 

child or an adult whose own consent would not be legally effective because 

they lack the capacity to comprehend and give or communicate their informed 

consent, then research may be conducted only with the consent of the potential 

subject’s parent, guardian or legally authorized representative (the “LAR”), 

which is also known as “surrogate consent.” 

d. The UTSW IRB may waive the requirement for obtaining surrogate consent 

(from a parent, legal guardian, or LAR) if the research meets the provisions for 

waiver in 45 CFR 46.116(f)(3)(i-v) (see 3.3 Informed Consent Waivers And 

Alterations) 

e. Assent (affirmative agreement) is required if the subject is able to give it. 

However, the IRB may waive the requirement to seek assent if the subject is 

not competent to give it. 
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II. Scope 

a. This policy and procedure applies to all human subjects’ research involving 

children and decisionally impaired or otherwise incompetent adults. 

III. Procedures For Policy Implementation 

a. Assent - The PI must develop processes and forms consistent with guidance 

provided in several IRB forms and policies: 2.6 Research Involving Individuals 

With Diminished Autonomous Decision-Making Capacity, ETHOS smart form, 

6.2 IRB Approval Of Research and 2.1. Initial Review Of Research policies 

concerning review related to assent. The PI is responsible for including in the 

IRB application a description of the process/procedure for obtaining and 

documenting assent when research includes: 

i. Minors (Children) 

1. In the state of Texas, a minor is a person who is under the age of 18. 

This may vary within the U.S. and across the world. 

2. Because “assent” means an affirmative agreement to participate in 

research, (45 CFR 46.402(b)), the child must actively show his or her 

willingness to participate in the research, rather than just complying 

with directions to participate and not resisting in any way. 

3. When judging whether children are capable of assent, the IRB must 

take into account the ages, maturity, and psychological state of the 

children involved. This judgment may be made for all children to be 

involved in research under a particular protocol, or for each child, as 

the IRB deems appropriate. 

4. The IRB reviews the proposed process and, if applicable, the assent 

process to ensure compliance with IRB guidance and federal 

requirements. In general in determining whether assent of children is 

required in all, some or none of the children in a study the IRB is 
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guided by the following age ranges: 

a. Ages 0-6 – The capability of children of this age group is so limited 

that they cannot reasonably be consulted. Assent is not required. 

b. Ages 7-10 – Children of this age group may be capable of providing 

assent depending on the maturity and psychological state of the 

children involved in the research. Verbal or written assent may be 

required but must not be waived by the IRB if the child is unable to 

provide assent. 

c. Ages 10 – 17 – Children of this age group are expected to be 

capable of providing assent. Written assent is usually required 

unless waived by the IRB. 

5. If assent is determined appropriate the investigator must obtain assent 

from minors he/she deems capable of understanding the nature and 

consequences of participation in the study regardless of the age. The 

child should be given an explanation, at a level appropriate to the 

child's age, maturity and condition, of the procedures to be used, their 

meaning to the child in terms of discomfort and inconvenience, and the 

general purpose of the research. 

6. If assent is determined appropriate, documentation of assent is 

required. Generally, assent of the child is documented by having the 

child sign the consent form in the designated signature section. 

7. If a child is enrolled onto a study and turns 10 while actively 

participating on a study, written assent must not be documented. 

However, the study team should continue the consent conversation 

with the child and parent/guardian throughout the study. 

8. The IRB may waive its requirements for obtaining or documenting 

assent if the IRB determines: 
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a. Capability of some or all of the children are limited such that they 

cannot be reasonably consulted, or 

b. The research intervention or procedure(s) involved hold out a 

prospect of direct benefit that is important to the health or well-

being of the children, and is available only in the context of the 

investigation, or 

c. The research meets the following requirements: 

i. the research involves no more than minimal risk to the 

participants; and 

ii. the waiver will not adversely affect the rights and welfare of the 

participants; and 

iii. the research could not practicably be carried out if assent was 

required; and 

iv. If the research involves using identifiable private information or 

identifiable biospecimens, the research could not practicably be 

carried out without using such information or biospecimens in 

an identifiable format; and 

v. When appropriate, pertinent information is provided after 

participation. 

ii. Decisionally impaired and/or incompetent adults 

1. The IRB determines whether assent is required in research involving 

decisionally impaired adults, and/or incompetent adults based on their 

condition, the research procedures to be used, and the general 

purpose of the research. 

2. If assent is determined appropriate in decisionally impaired adults, 

and/or incompetent adults, the individual should be given an 

explanation, at a level appropriate to the individual's condition, of the 
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procedures to be used, their meaning in terms of discomfort and 

inconvenience, and the general purpose of the research. 

3. If assent is determined appropriate in decisionally impaired adults, 

and/or incompetent adults, documentation of assent is required. 

Generally, assent is documented by having the individual sign the 

consent form in the designated signature section. 

4. The IRB may waive its requirements for obtaining or documenting 

assent appropriate in decisionally impaired adults, and/or incompetent 

adults, if the IRB determines: 

a. the research involves no more than minimal risk to the participants; 

and 

b. the waiver will not adversely affect the rights and welfare of the 

participants; and 

c. the research could not practicably be carried out if assent was 

required; and 

d. If the research involves using identifiable private information or 

identifiable biospecimens, the research could not practicably be 

carried out without using such information or biospecimens in an 

identifiable format; and 

e. When appropriate, pertinent information is provided after 

participation. 

b. Consent 

i. Minors (Children) 

1. In accordance with 45 CFR 46.408(b) the IRB must determine that 

adequate provisions have been made for soliciting the permission of 

each child’s parent, guardian, or LAR. 

2. Parents or guardians must be provided with the basic elements of 
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consent as stated in 45 CFR 46.116(b)(1-9) and any additional 

elements the UTSW IRB deems necessary (see 3.1. Informed Consent 

Requirements). 

3. Children are persons who have not attained the legal age for consent 

to treatments or procedures involved in the research. Unless 

“emancipated,” minors may not legally give consent. Therefore, the 

researchers must obtain the parent(s) or legal guardian(s) permission 

before enrolling a minor in the research as follows: 

a. Permission of one parent is sufficient for research involving:  

i. minimal risk (§46.404/§50.51), or 

ii. more than minimal risk with the prospect of direct benefit 

(§46.405/§50.52). 

b. Both parent’s permission is required unless one parent is 

deceased, unknown, incompetent, or not reasonably available, or 

when only one parent has legal responsibility for the care and 

custody of the child for research: 

i. involving greater than minimal risk with no prospect of direct 

benefit but likely to yield generalizable knowledge about the 

subjects’ disorder or condition (§46.406/§50.53), or 

ii. not otherwise approvable which presents an opportunity to 

understand, prevent, or alleviate a serious problem affecting the 

health or welfare of children (§46.407/§50.54). 

c. When only one parent accompanies the child to a visit, they should 

be asked to provide the contact information of the other parent. The 

investigator/study team should contact the other parent to discuss 

the study and to arrange to obtain consent. The child may not be 

enrolled until the study team has obtained consent from both 
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parents and assent (as applicable). It is important for the 

investigator to document all attempts to contact the absent parent, 

along with the basis for any determination that they are “reasonably 

unavailable.” 

4. A minor is only “emancipated” (and therefore able to consent for 

him/herself) in Texas by a court order, though the proper legal 

terminology is that the person has had the disabilities of minority 

removed. If the person under age 18 is “emancipated”, then the 

subject is treated as an adult and may provide informed consent for 

themselves. 

5. In Texas, a minor may consent to medical, dental, psychological, and 

surgical treatment for him or herself, and hence may also consent to 

research for the same circumstances/treatment, if the minor is: 

a. is on active duty with the armed services of the United States of 

America; 

b. is: 

i. 16 years of age or older, and 

ii. residing separate and apart from the his/her parents, managing 

conservator, or guardian (with or without consent and 

regardless of duration), and 

iii. managing his/her own financial affairs (regardless of the source 

of the income); 

c. is seeking the diagnosis and treatment of an infectious, contagious, 

or communicable disease that is required by law or a rule to be 

reported by the licensed physician or dentist to a local health officer 

or the Texas Department of Health, including all diseases within the 

scope of Section 81.041, Health and Safety Code; 
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d. is unmarried, pregnant and consents to hospital, medical, or 

surgical treatment, other than abortion, related to the pregnancy; 

e. is seeking an examination and treatment for drug or chemical 

addiction, drug or chemical dependency, or any other condition 

directly related to drug or chemical use; or 

f. is serving a term of confinement in a facility of the Texas 

Department of Criminal Justice. 

6. A provider may rely on the written statement of the child containing the 

grounds on which the child has capacity to consent to the medical 

treatment 

7. When conducting the study, investigators may need to make decisions 

on a subject-by-subject basis regarding the applicable state statutory 

requirements. If there are questions relating to whether an individual 

meets the state statutory requirements to be emancipated or to give 

consent without an LAR, the investigator should consult the UT 

Southwestern legal counsel. 

ii. Research Involving Decisionally Impaired Subjects 

1. The federal regulations define “legally authorized representative” as 

“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.” Under 

Texas law, this means the consent must come either from the legal 

guardian of the subject, or, in the case of research that is part of 

medical treatment, from the subject’s health care agent 

2. The PI may obtain consent by a legally authorized representative only 

in situations where the prospective subject is incompetent or has 

impaired decision-making capacity, as determined and documented in 

the person’s medical record in a signed and dated progress note. 
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3. The determination that a subject is incompetent or has an impaired 

decision-making capacity must be made by a legal determination or a 

determination by the practitioner (e.g., a psychiatrist or licensed 

psychologist may be consulted if based on mental illness diagnosis). 

This determination may be made independently, in consultation with 

another qualified individual or after appropriate medical evaluation it is 

determined that the prospective subject lacks decision-making 

capacity and is unlikely to regain it within a reasonable period of time. 

4. The IRB may require investigators to conduct a preliminary 

competency assessment whenever there is a possibility of either 

impaired mental status or decision-making capacity in prospective 

subjects 

5. The investigator advises the LAR of his/her role and responsibilities in 

serving as the decision-maker for the subject. The investigator also 

advises the LAR that it is his/her obligation to try to determine what the 

subject would do if competent, or if the subject’s wishes cannot be 

determined, what he/she thinks is in the incompetent person’s best 

interest. 

6. If feasible, the investigator explains the proposed research to the 

prospective subject even when the LAR gives consent. 

7. For subjects whose decision-making capacity may fluctuate and either 

regain capacity to consent or those with decreasing capacity to give 

consent, a re-consenting plan may be required by the IRB. 

iii. Obtaining Informed Consent of Children or persons with DADMC outside 

the State of Texas 

1. If the PI is conducting the research outside the state of Texas and the 

research involves children or persons with diminished autonomous 

decision-making capacity (DADMC) the investigator must follow the 
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requirements of the state/country in which he/she will conduct the 

research to determine which individuals meet the applicable legal or 

regulatory definitions for child/children, LAR, or guardian. 

2. The PI should consult UTSW legal counsel when preparing the IRB 

application. 

IV. Definitions 

See glossary of human research terms 

V. References 

a. 21 CFR 50: Protection Of Human Subjects 

b. 45 CFR 46: Protection Of Human Subjects 

c. 45 CFR 164: Security And Privacy (HIPAA Privacy Rule) 

d. 21 CFR 56: Institutional Review Boards 

e. Title 2, Texas Family Code § 31.001: Removal Of Disabilities Of Minority 

Requirements 

f. Title 2, Texas Family Code § 32.003: Consent To Treatment By A Child 

g. Title 4, Texas Health and Safety Code § 313.004: Consent For Medical 

Treatment 

VI. Revision and Review History 

a. Revision Date: June 2026; Author: HRPP; Description: Reference to eIRB 

updated to ETHOS 

b. Revision Date: June 2021; Author: HRPP; Description: Separated policy from 

P&P manual. Updated references to AVPHRA and IRB Director. Minor 

administrative edits. 

c. Revision Date: January 2019; Author: HRPP; Description: Revision to 

reference 2019 common rule 

http://www.utsouthwestern.edu/research/research-administration/irb/compliance/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-C/part-164?toc=1
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1
https://www.google.com/url?sa=t&rct=j&q&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwivvNrcypPUAhXp64MKHV_xDS4QFggoMAA&url=http%3A%2F%2Fwww.statutes.legis.state.tx.us%2FSOTWDocs%2FFA%2Fhtm%2FFA.31.htm&usg=AFQjCNG9BPAK8pc7b-qIKMHmbRSMP2TVtg&sig2=gbaGsS32EvRPvW3uWE9kXw
https://www.google.com/url?sa=t&rct=j&q&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwivvNrcypPUAhXp64MKHV_xDS4QFggoMAA&url=http%3A%2F%2Fwww.statutes.legis.state.tx.us%2FSOTWDocs%2FFA%2Fhtm%2FFA.31.htm&usg=AFQjCNG9BPAK8pc7b-qIKMHmbRSMP2TVtg&sig2=gbaGsS32EvRPvW3uWE9kXw
https://www.google.com/url?sa=t&rct=j&q&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwiGpLbrypPUAhUm9YMKHe53BBQQFggkMAA&url=http%3A%2F%2Fwww.statutes.legis.state.tx.us%2FDocs%2FFA%2Fhtm%2FFA.32.htm&usg=AFQjCNF_oygRjfslVLDycya-AkJ8g_M3vQ&sig2=JXvDo0U_Xk3gqDRIe7M6jA
https://www.google.com/url?sa=t&rct=j&q&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwjj_9D9ypPUAhVkxYMKHc78B74QFggkMAA&url=http%3A%2F%2Fwww.statutes.legis.state.tx.us%2FDocs%2FHS%2Fhtm%2FHS.313.htm&usg=AFQjCNH3-pR40_EtNrNPfin1m8djcfOvEQ&sig2=iqwc1zQeZS1532Q_RQ3Jeg
https://www.google.com/url?sa=t&rct=j&q&esrc=s&source=web&cd=1&cad=rja&uact=8&ved=0ahUKEwjj_9D9ypPUAhVkxYMKHc78B74QFggkMAA&url=http%3A%2F%2Fwww.statutes.legis.state.tx.us%2FDocs%2FHS%2Fhtm%2FHS.313.htm&usg=AFQjCNH3-pR40_EtNrNPfin1m8djcfOvEQ&sig2=iqwc1zQeZS1532Q_RQ3Jeg
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d. Revision Date: August 2017; Author: HRPP; Description: New Policy 

Development 

e. Revision Date: March 2012; Author: IRB; Description: IRB Written Procedures 
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