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Other Vulnerable/Special Populations 

Introduction:

The IRB recognizes that additional safeguards need to be included for other categories of subjects who are likely to be vulnerable to coercion or undue influence such as house staff/students, persons who do not speak English, illiterate persons, and other classes of potential subjects.  The following information will assist investigators in addressing this issue within the context of the research.

Policy:

A) Obtaining Consent from Subjects Who Are At Risk of Coercion 

1) Students and Employees 

Justification of the intention to enroll UHCMC or Case employees, house staff, or students must be provided in the protocol.  The actions to prevent coercion or undue influence must also be detailed in the protocol.  Anyone with an employment or academic relationship to Case or UHCMC must be informed that their participation in a study or refusal to do so, will in no way influence their grades, employment, or subsequent recommendations.  Employees must never be made to feel that their job, promotion, salary, or status in any way depends on participation in research studies.  

The involvement of students, house staff or employees in studies also requires a statement in the consent form acknowledging that refusal to participate will have no influence on grades, recommendations or job status.
The Principal Investigator or any other co-investigator may not be responsible for directly recruiting and/or obtaining informed consent from any person under his or her direct supervision/employee.  Direct recruitment of students and employees may be undertaken using IRB approved recruitment text via standard recruitment methods (e.g., IRB approved text in the UH Daily News email bulletin, recruitment flyers placed in staff/student mailboxes  Verbal recruitment is not an acceptable method of recruitment.  
A Principal Investigator may not enroll his or herself into his or her own research protocol unless provisions are made in the research protocol to allow for the enrollment.  In these cases the IRB may allow the inclusion if the study outcomes are objectively measured and provisions are there with respect to recruitment and affirmation of eligibility (e.g., by a study co-investigator).  

Research protocols that do not directly recruit UH or Case employees, house staff or students (e.g., a clinical trial enrolling general population patients with arthritis) and whereby the investigators would not have any knowledge of the persons affiliation with either UH or Case (e.g., the subject is not requested to disclose this information during the course of the research) do not need to include provisions in the protocol or consent form to address enrollment of this population.  

2) Principal Investigator’s Clinical Patient Population
Many research protocols may involve recruitment from one’s own clinical pool of patients.  To avoid any potential for undue influence that may result from the doctor-patient relationship, the informed consent process should not be conducted solely by the physician who has a clinical relationship to the patient that will be enrolled. (e.g., research study coordinator).  An additional person should be available to confirm eligibility (e.g. co-investigator).  If possible, someone who does not have the clinical relationship to the potential subject should act as the “person obtaining informed consent”. 

3) Family members of the study team:

A Principal Investigator or any other member of the study team may not recruit and enroll any direct familial relation. Provisions must be made in the IRB approved protocol to allow for study personnel with appropriate expertise to recruit and enroll another study team member’s direct familial relation.
B) Illiterate/Seeing Impaired Participants

The IRB allows for illiterate persons who understand English and individuals who are seeing-impaired  to participate in research studies.  In these situations the consent document must be read to the participant and the process documented in the research file.  For illiterate subject, the consent should be subsequently signed by the participant “making their mark” on the signature section of the consent document, in order to document their understanding.  The IRB also requires a witness to be present to confirm the consent process has taken place.  Both the witness and the person conducting the consent or interview to obtain permission must sign and date the consent document.  If someone other than the Principal Investigator conducts the interview and obtains consent, the Principal Investigator should formally delegate this responsibility, and the person delegated, should receive appropriate training to perform this activity.

C) Non-English Speaking Subjects

An investigator who intends to include non-English speaker individuals must provide sufficient detail in the research protocol regarding the plan for inclusion, including the plan for obtaining informed consent and HIPAA Authorization and additional provisions made during the conduct of the study.
If an investigator intends to enroll subjects who speak a language other than English, a translated version of the informed consent form must be submitted to the IRB for approval prior to use.  A person who is fluent in both English and the patient’s language must participate in the informed consent process.  If the person authorized to obtain informed consent in the research protocol is not fluent in the patient’s language, a interpreter or interpreter service may be obtained.   Consistent with UHCMC clinical Policy “3.19 - Foreign Language Translators”, family members and friends of the potential subject may not act at the sole translation/interpretation source for enrollment and participation in a research protocol, as they are not familiar with medical terminology, may withhold information during the translation process, or may change the meaning of what is said by the potential subject or research staff.
For subjects who may be eligible to be enrolled in a research protocol where there may not be sufficient time to obtain a fully translated version of the written consent form in the subject’s native language,  a “short-form” informed consent may be approved for use by the IRB.  A “short form” consent form is a document that contains a brief paragraph that affirms all the elements of informed consent (as required by the Federal Regulations) were reviewed with the subject in a language understandable to the subject.  The “short form” must be in the subject’s native language.  Multiple versions of a “short form” consent are available upon request from the IRB Administration Office.  
Other study related documents that will be filled out by the participant (e.g., log sheets, data collection forms, self-assessment tools, etc) must also be translated into the subject’s native language.  If the study involves more than one study visit, a plan must be developed to ensure that an appropriate party is available to conduct all study visits in the subject’s native language.   IMPORTANT NOTE: If the participant will spend the night in the Hospital, there should be an appropriate round-the-clock plan for the duration of the planned hospitalization. This may be a combination of in-person interpretation and the telephone language line service. The plan should take into account the risk level of the research protocol, and also the ability to plan in advance. For example, a participant in a Phase I clinical trial will need to have a very strong plan to report side effects that may not be anticipated, but the visits can probably be planned well in advance.

The IRB may utilize expedited review procedures in translated documents if the English versions of the documents have already been approved.  

D) Subjects Who Are Mentally Capable Of Consenting But Physically Unable To Sign the Consent Document

The IRB allows subjects that are mentally capable of consenting to research studies but are physically unable to sign the consent document to participate in research as long as a witness is present.  The witness must verify that the informed consent process has taken place and sign and date the consent document.  In addition, if participants are capable of doing so, they must place a mark or cross on the signature line of the consent document, to confirm their participation in the research study.  If the reason that prevented signing the consent form resolves, the participant should be asked to sign and date the consent form.

E) Other Vulnerable Adult Populations 

The IRB recognizes that the ability of adult populations to give voluntary informed consent may be compromised by circumstances.  Such circumstances can include economic or educational disadvantages, and physical handicap.  The IRB will review the potential risks and benefits of each proposed study on a case-by-case basis to assure rights and welfare are protected, coercion is minimized, and the study is conducted with the utmost regards for ethical standards (IRB Policy, Decisionally Impaired Research Subjects).
Related Policies:

IRB Policy, Prisoners as Research Subjects
IRB Policy, Re-consenting Subjects
IRB Policy, Decisionally Impaired Research Subjects
UHCMC Policy, 3.19 Foreign Language Translators
UHCMC IRB Policies and Procedures


