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1. PURPOSE:  Informed consent is both a regulatory and ethical precondition for research 

participation.  Children are not generally able to give legally valid consent for their participation 
in research.  Because it is not possible for someone to ‘consent’ for another individual, we ask 
the child’s parent(s) or guardian to give permission for his or her child’s participation in 
research and as appropriate, allow the investigator to request the child’s assent for 
participation. 
 
The purpose of this policy is to assure that parental permission is obtained in a manner that 
respects both parent and child and that is in compliance with regulations concerning informed 
consent and research involving children. 

 
2. POLICY:  Unless properly waived by the IRB, an investigator may involve a child as a 

participant in research only after the investigator has obtained the legally effective informed 
permission of the child’s parent or guardian. 

 2.1. For all categories of research involving children federal regulations require the 
permission of both parents if both parents are alive, known, competent, reasonably 
available, and have legal responsibility for the care and custody of the child, unless the 
IRB determines specifically that the permission of only one parent is sufficient 

 2.2. For Categories 404/51 and 405/52 research, the IRB will determine whether: 
  • The permission of both parents is required if both parents are alive, known, 

competent, reasonably available, and have legal responsibility for the care and 
custody of the child. Otherwise the permission of one parent is required. 

  • The permission of one parent is sufficient, even if the other parent is alive, known, 
competent, reasonably available, and shares legal responsibility for the care and 
custody of the child. 

 2.3 For Categories 406/53 and 407/54 research, the permission of both parents is required 
if both parents are alive, known, competent, reasonably available, and have legal 
responsibility for the care and custody of the child. Otherwise the permission of one 
parent is required. 

 2.4. The IRB has the final authority for determining the format and content, and ensuring 
the adequacy of the Parental Permission Form (PPF) proposed for the specific 
research study under review. 
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 2.4.1. Unless an alternative procedure is approved by the IRB, parental permission 
shall be documented by a written, IRB approved, parental permission form 
(PPF). 

 2.4.2. No change, addition, or deletion, may made to the IRB approved PPF before 
the Investigator has obtained IRB approval.   

 2.5. The IRB will assure that the parental permission complies with applicable federal, 
state, or local laws that require additional information to be disclosed in order for the 
parental permission to be legally effective. 

 2.6. The IRB will assure that no parental permission, whether oral or written, includes any 
exculpatory language through which the parent, representative, or child, is made to 
waive or appear to waive any of their legal rights, or releases or appears to release the 
investigator, the sponsor, the institution or its agents from liability for negligence. 

 
3. DEFINITIONS:  A glossary of terms and concepts found in the Nemours HSP policies and 

procedures is located on the NOHSP website.  
 3.1. Child:  Persons (who may or may not be minors) who have not attained the legal status 

to consent to treatments or procedures involved in research (clinical investigations), 
under the applicable law of the jurisdiction in which the research will be conducted. 

 3.2 Legally Authorized Representative:  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.  Individuals who meet this 
definition, but are not parents and do not meet the DHHS and FDA definition of 
guardian, (are not authorized under applicable law to consent on behalf of the child to 
general medical care) may not grant permission for a child to take part in research.  

 3.3. Legal Guardian:  A person who has the authority to consent on behalf of the child to 
general medical care. 

  • Note that individuals who are designated as a “legal guardian” under state law, 
such as foster parents, may not have the authority to consent for a child’s general 
medical care and therefore cannot consent on behalf of the child to this research. 

  • Note that individuals who are not designated as a “legal guardian” under state law, 
such as social service case worker, may have the authority consent for a child’s 
general medical care and therefore can consent on behalf of the child to this 
research. 

 3.4. Assent:  A child's affirmative agreement to participate in research.  Mere failure to 
object may not, absent affirmative agreement, be construed as assent. 

 3.5. Parental Permission:  The agreement of parent(s) or guardian to the participation of 
their child or ward in research. 

 3.6. Parent:  A child's biological or adoptive parent. 
 3.7. Guardian:  An individual who is authorized under applicable State or local law to 

consent on behalf of a child to general medical care.
 3.8. Participant:  The term that is used to reflect the voluntary and active role of an 

individual participating in research versus the passive role of a ‘subject’ who is studied, 
or is the object of a research procedure.   

 3.9 “Human Subject” as defined by DHHS regulations means a living individual about 
whom an investigator (whether professional or student) conducting research obtains 
(1) data through intervention or interaction with the individual, or (2) identifiable private 
information.  [45 CFR 46.102(f)]  (Reference HSP-050 Defining Human Subject 
Research for complete definition of human subject research.)
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 3.10. “Human Subject” as defined by FDA regulations means an individual who is or 

becomes a subject in research, either as a recipient of the test article or as a control.  
A subject may be either a healthy human or a patient. [21 CFR 50.3(g), 21 CFR 
56.102(e)]  A human subject includes an individual on whose specimen a medical 
device is used.  [21 CFR 812.3(p)] 

 3.11. Enrolled:  An individual is “enrolled” in a research study upon the documentation of 
parental permission, minor’s assent, or adult informed consent (as applicable) and is 
considered to be enrolled until the individual’s participation is terminated either 
voluntarily, by the researcher, by death, or by formal closure of the study. 

 
4. PROCEDURES: 

 4.1. The Nemours IRB templates for parental permission forms (PPF) include all elements 
required by applicable DHHS, FDA regulations, and the HIPAA Authorization for Use 
and Disclosure of Protected Health Information (PHI) for Research. 

 4.2. The Director, NOHSP will assure that the templates are revised as needed for quality 
improvement and changes in regulations and policy. 

 IRB Application
 4.3. The PI will assure that the IRB has the information required to determine the adequacy 

of the parental permission process and documentation by: 
  • Completing the Application for Initial IRB Review located in IRBNet. 
  • Using the current, approved, Template for Parental Permission, located on IRBNet. 
  • Following the instructions, guidelines, and tips available on the NOHSP website. 
 4.4. Research team members who will obtain parental permission must have: 
  • The training and experience necessary to fully explain the research. 
  • Completed required HSP training., including the Nemours Parental Permission 

course. 
 4.5. The investigator may not change or delete any legally required (Basic) elements from 

the PPF. 
 4.6. ‘Additional’ elements are required if appropriate to the specific research study. 
 4.7. If the investigator desires to change or delete any language not required by regulation 

from the Nemours PPF templates: 
  • The investigator must submit a written justification of the changes with the IRB 

application. 
  • The IRB will assess whether the changes are required and approvable for the 

specific research study under review. 
 Sponsor or Cooperative Group Sample Forms
 4.8. Sample or draft consent documents developed by a sponsor or cooperative study 

group must be revised according to the applicable Nemours template. 
 4.9. The PI is responsible for obtaining approval from the Sponsor, or FDA, as applicable, 

for any substantive changes to the sample document before IRB submission and 
review. 

 4.10 Generally, the IRB does not communicate directly with the Sponsor concerning 
changes to the PPF/ICF.  However, the IRB Chair, or designee, may choose to contact 
the Sponsor to explain the IRB’s rationale and to better understand the Sponsor’s 
request when there are significant differences between the IRB and Sponsor. 
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 4.11. The IRB will attempt to come to agreement with the Sponsor; however, the IRB’s 
authority concerning the information provided to the parent of a prospective study 
participant is final. 

 IRB Review
 4.12. To approve the specific research under review, the IRB shall first determine that 

adequate provisions are made for soliciting the assent of the children and permission 
of their parents or guardians for all research that involves children as participants. 

 4.13. The IRB reviewer will use the Checklist for IRB Review and the Checklist for 
Permission and Consent Review to assure that the process and documentation are 
approvable. 

 4.14. Requests for alteration or waiver of the required documentation of Parental Permission 
or Informed Consent will be reviewed according to HSP Policy. 

 4.15. The IRB correspondence to the PI will include any specific changes that are required 
for approval, and suggestions for improvement that the PI may decide to implement or 
may use as guidance for future submission. 

 Parental Permission Process
 4.16. Parental permission is a process that begins with recruitment and continues through 

the end of participation. 
 4.17. The Research Team will follow HSP and Nemours policies concerning recruitment and 

advertisement. 
 4.18. A valid permission process involves a dialogue or active discussion between the PI, or 

designee, and the parent or guardian of the child who is the prospective participant. 
This dialogue must precede obtaining a signature on the parental permission form. 

 4.19. Investigators may conduct the permission process by telephone in certain 
circumstances described by HSP policy. 

 4.20. The investigator shall request permission only under circumstances that: 
  • Provide the parent(s) or guardian sufficient opportunity to consider whether or not 

to allow their child to participate, and 
  • Minimize the possibility of coercion or undue influence. 
 4.21. A parent may not be able to make a considered and voluntary decision concerning 

their child’s participation when permission is requested immediately before a medical 
or surgical procedure. 

  • When a procedure is scheduled in advance, the investigator is required to conduct 
the permission process at a time and place that is removed from the procedure or 
surgery, e.g., at a pre-operative visit. 

  • When the study design requires parental permission immediately before a medical 
or surgical procedure, the IRB application must include a specific plan for 
minimizing coercion or undue influence and for assuring that the parent or guardian 
fully understands the research before giving permission. 

 4.22 The PI must assure that the parent or guardian has the capacity to understand, and/or 
make a decision concerning their child’s participation in the research. 

 4.23. The PI should consult with the IRB Chair, or Director, NOHSP, when there is a 
question concerning a parent’s decision-making capacity. 

 4.24. When a parent does not speak English, the PI will follow applicable HSP policies 
concerning translation and enrollment of non-English-speaking participants. 

 4.25. The parental permission process must be completed, as documented by the parent(s) 
signature on the parental permission form, prior to the initiation of attempts to seek 
children's assent for research participation. 
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 Documentation of Parental Permission
 4.26. The PI will assure that the process is documented for every child that is enrolled. 
 4.27. Research procedures may not begin before the child’s assent, when required, is 

documented and the current, approved PPF is signed and dated by: 
  • The parent or guardian giving permission, 
  • The Research team member who obtained permission, 
  • A witness to the permission process when required by the IRB, e.g., for 

translations, for oral permission. 
 4.28. The Research Team will assure that the PPF used is valid by using the most current 

approved Board Document located in IRBNet and by checking the approval dates 
entered in the header of every approved form by the IRB Coordinator. 

 4.29. Use of an expired PPF is prohibited by all applicable regulations and HSP policy and 
must be reported to the IRB as a protocol violation. 

 4.30. Altering the approved form in any way without prior IRB review and approval is 
considered significant noncompliance and may be reported by the IRB to Nemours 
Administration and Federal Regulatory Agencies (OHRP, FDA). 

 4.31. The signature date(s) should be the day that the signature(s) were obtained.  If this is 
different than the day of parental permission, the actual date must be documented in 
the research record as well as the reason for any discrepancy. 

 4.32. The original signed PPF will be kept with the investigator’s research record. 
 4.33. A copy of the signed PPF will be: 
  • Given to the parent(s) or guardian who signed the form. 
  • Filed in the child’s Nemours’ medical record if specifically required by the IRB. 

(Refer to HSP policy on PPF/ICF and Research Data in the Medical Record) 
 4.34. The Research Team Member that obtains permission will record the process in the 

participant’s research record and, if required by the IRB, the Nemours medical record. 
The documentation will include, at a minimum: 

  • The time and date that parental permission was obtained. 
  • The name and relationship to the child of the individual giving permission and their 

level of comprehension. 
  • The reason for lack of second parent signature, if applicable. 
  • That signed copies were given to the parent or guardian who gave permission. 
 Continued Participation
 4.35. During the course of a child’s participation in research, the PI will assess the parent’s 

desire for their child’s continued participation according to the standard operating 
procedures for the Research Team.. 

 4.36. As required by the IRB, the PI will provide the parent or guardian with new information 
that may effect their decision to allow their child’s continued participation. 

 4.37. The PI will obtain consent from participants who become adults during study 
participation. (See HSP-033 Assent of Children to Participate in Research.) 

 Record Keeping
 4.38. The IRB and the PI will comply with HSP policy for record keeping. 

 
5. REGULATORY / GUIDANCE REFERENCES: 

 5.1. HSP-006 Approval Dates, HSP-040 IRB Requirements for Investigator Records, HSP-
065 Enrollment of Non-English Speaking - Reading Participants, HSP-049 Waiver or 
Alteration of Parental Permission or Informed Consent, HSP-014 Telephone Informed 
Consent; HSP 079 Parental Permission, Informed Consent and Research Data Stored 
in the Medical Record.
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 5.2. Basic and Additional Elements of Parental Permission and Informed Consent, and 
Core and Required Elements of Authorization for Use and Disclosure of Protected 
Health Information for Research.

 5.3. Nemours HIPAA Research Use and Disclosure Policy #5.6.3, located on the Nemours 
Intranet, Policy Manager. 

 5.4. 45 CFR 46.116, 45 CFR 46.117, 45 CFR 46.408. 
 5.5. 21 CFR 50.20, 21 CFR 50.25, 21 CFR 50.27, 21 CFR 50.55. 
 5.6. FDA 1998 Update:  Guide to Informed Consent. 
 5.7. FDA Guidance for Industry:  E6 Good Clinical Practice: Consolidated Guidance. 

 
6. AAHRPP STANDARD REFERENCES:   

 6.1. Element II.7.A: The Research Review Unit evaluates compliance with policies and 
procedures on seeking informed consent from participants or their legally authorized 
representatives, and assent, when possible, from participants who cannot give 
consent. 

 6.2. Element II.7.B:  The Research Review Unit has and follows written policies and 
procedures requiring that prospective participants whose decision-making capacity is 
in question be appropriately protected. 

 6.3. Element II.7.C:  The Research Review Unit reviews the content of the consent 
process, including the consent document, and the process through which informed 
consent is obtained from each participant, focusing on measures to improve participant 
understanding and voluntary decision-making. 

 6.4. Element II.7.D:  The Research Review Unit has and follows written policies and 
procedures requiring that the investigator has and follows a procedure for properly 
documenting informed consent. 
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