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Introduction
“The object of language is not to bemuse grammarians, but to convey ideas, and the more simply it accomplishes that object the more effectively it meets the needs of an energetic and practical people” - H. L. Menken, The American Language, 1921 (1).

Patient comprehension is crucial to the informed consent process, but consent forms for clinical treatment and research have consistently been found to be highly formal and complex (2-12). This complexity presents a major barrier to comprehension for patients and potential subjects, especially for approximately one quarter of the adult population in the United States with low literacy skills (13).

Concern for the protection of rights for low literate adults is especially important in the case of informed consent because of the ethical and legal obligations inherent in this form of communication process. Essentially, low literate adults are a vulnerable population with respect to informed consent. When the consent process is inadequate, health care providers and researchers not only fail in their professional and ethical obligation, but are exposed to liability (14-18).

Self Determination
The first requirement for consent in research is that participation be voluntary (19). For decisions to be voluntary, they must be made without coercion and must represent the subject’s actual intentions. However, there are subtle ways that the authenticity of a person’s decision can be compromised. Cognitive research in decision-making has shown that people’s choices are sensitive to the order and number of alternatives they are given, and that people often choose options that run counter to their stated desires (20). While these findings have not yet been evaluated in subjects with low literacy, such subjects may have a low sense of their own decisional authority and have more anxiety than other subjects when presented with a set of alternatives.

Consent is an authorization that allows a provider or investigator to do something he or she would not otherwise do. Subjects at every education level have difficulty in comprehending this aspect of informed consent. The Federal Office for Human Research Protection (OHRP) encourages careful wording of informed consent language to ensure that research subjects do not think they give up any rights when they sign consent forms (21).

Subjects are highly influenced by recommendations presented by study physicians (22). Low literate subjects, with a lower sense of self-efficacy may have even more difficulty opposing the authority of the study staff than other subjects. Consequently, low literate subjects may incorrectly experience a study physician’s description of the primary option as a Hobson’s choice, a situation where you have to take the one poor option that is offered or get nothing at all. Low literate subjects are less likely to question study staff about

anything. Actually, if a potential subject has no questions, this should be a red flag. Asking potential subjects if they have any questions is not a sufficient technique to determine if they comprehend your study. To elicit feedback, ask potential subjects what questions they have. Having potential subjects summarize in their own words what will occur in the study has also been shown to improve comprehension.

Comprehension
In order for people to make substantively informed decisions, they need to understand: the essential features of the option under consideration, the potential risks, the potential benefits, the degree of uncertainty surrounding these items, and the alternatives.

Informed consent is an ongoing interactive process. Any features of the encounter that interfere with investigator-subject communication are also barriers to informed consent (23). Typical communication barriers that may complicate communication for low literate subjects include socioeconomic differences, cultural differences, and general researcher-subject differences (24). Haste and the use of technical jargon are common pitfalls (25). Even non-technical health terms are often interpreted differently by study staff and subjects (26).

Many low literate adults experience their illiteracy as shameful and use a range of techniques to hide their deficiency (27;28). Indeed, they are often successful; most physicians are not able to identify which of their patients are functionally illiterate (29).

A number of studies have shown that low literate subjects have less knowledge about their medical conditions than other subjects (30-33). Due to this, low literate subjects may need to overcome a larger informational hurdle to be in a position to comprehend consent.

Time is needed for education and to allow for synthesis of complicated ideas and the application of personal values. The process is not over when a document is signed. Opportunity for discussion with family and other confidants may solidify a person’s decision or provoke concern and introduce uncertainty. Questions and answers continue to be relevant to reinforce not only the central elements of the decision but also the subject-researcher relationship itself. While a consent form may be used at a particular time to document a decision, ongoing information exchange is crucial. The act of signing may give the impression that no further discussion is possible or that the consent form cannot be revoked.

If comprehension has been compromised, the consent may be nullified. Medical malpractice case law supports functional illiteracy as a basis for overriding an executed consent form. For example, the Intermediate Court of Appeals of Hawaii, in a 1991 opinion nullifying an informed consent form due to a patient’s low literacy, stated that it would “pervert the law of informed consent to allow a physician to discharge his or her affirmative duty by merely securing a signature-even that of a . . . confused or uneducated patient on an abstruse, jargon-ridden, and largely unintelligible preprinted consent form” (34).

The Food and Drug Administration (FDA) has also established a special obligation to protect the rights of illiterate individuals during the consent process and warns that: “Clinical investigators should be cautious when enrolling subjects who may not truly understand what they have agreed to do. The IRB should consider illiterate persons as likely to be vulnerable to coercion and undue influence and should determine that appropriate additional safeguards are in place when enrollment of such persons is anticipated”. (35)
Despite these concerns, the Food and Drug Administration offers no guidance for literacy assessment and does not elaborate criteria for assessment of "illiterate individuals". The only hint regarding their definition of illiteracy is from guidance that states: “Illiterate persons who understand English may have the consent read to them and ‘make their mark,’ if appropriate under applicable state law." This is neither adequate guidance for managing the barriers presented by low literacy, nor an adequate operational definition of illiteracy. Most of the 40 to 44 million American adults estimated to be functionally illiterate are able to sign their names without difficulty (13).

 

Readability of Informed Consent Forms
Most adults admit to not reading consent forms (36). This is not surprising as informed consent forms are long, often have poor layout, may use font sizes that are too small for many readers, and use unexplained medical and legal terminology. Despite decades of reports decrying this problem, informed consent forms have largely remained complex and are getting longer (37;38).

Expanding disclosure obligations have exacerbated this trend (39;40). For example, in an attempt to protect subjects’ privacy rights, the recent Health Insurance Portability & Accountability Act (HIPAA) has added a considerable amount of additional text. As marginal readers read simple text at 80 to 160 words per minute, this mandatory material will add several minutes of reading time (41). While it is possible that a reader with limited literacy could make it through the text, it is unlikely that poor readers will sustain such an effort.

Research on readability analysis was initiated over 75 years ago to evaluate grade school textbooks (42;43). Since then, dozens of techniques have been developed. These analysis systems operate with word lists and evaluate cognitive and organizational complexity by means of formulae based on text characteristics, such as average word length (semantics) and average sentence length (syntactics).  

As the Flesch-Kincaid formula has been incorporated into Microsoft Word’s readability statistics, it has become broadly available and the most frequently used in the medical literature. Unfortunately, though it has been validated in adults up to a 16th grade level, the formula is truncated at a 12th grade level in Microsoft word (41;44-46). Due to this, many studies that have used Flesch-Kincaid analysis likely present falsely low evaluations. While the appropriate reading level will vary from setting to setting, many institutions set a particular grade-level readability standard. At BU/BMC the IRB has chosen the most commonly cited grade level for a readability standard: the 8th grade level.

Readability formulas do not ensure that text will be understandable. The formulas merely serve to highlight problem areas and should never be the only tool used to ensure that text is clearly written (47-50). 

Consent as a Protection of Human Subjects
The highest standards for consent are applied to the recruitment of human subjects for medical research. Indeed, U.S. medical schools that have undergone federal compliance oversight were found to have informed consent form templates with better readability than those that had not undergone such review (51). Informed consent for behavioral and biomedical research is particularly sensitive because comprehension beyond the requisite of usual care is required, and there are historic concerns about exploitation of vulnerable populations (19).

The best informed consent forms are meaningless if investigators do not engage the process with integrity. While lowering the reading level of informed consent documents is crucial, this does not ensure comprehension. There are broad misunderstandings of the central concepts of medical research and the pivotal concepts and/or vocabulary commonly used to describe them. For example, more than three quarters of subjects do not understand the word “randomly.” Subjects commonly think they will personally have medical benefits from phase I protocols, despite enrolling with consent documents that say otherwise (52). Ultimately, confirmation of comprehension is the safest approach.
