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Informed Consent Process and Patients’ Rights 
There are two types of consent – simple and informed. A simple consent applies to common treatments 

or procedures with minimal or no risks, such as agreeing to a medical exam, withdrawing blood, treating 

the flu or getting an MRI. Simple consent is implied and based upon understanding, collaboration, and 

agreement. Alternatively, informed consent applies when a proposed treatment is invasive or carries 

more risk, such as surgery, complicated medical plans, prescribing high-alert medications, or research 

treatments. Informed means the person is given information and understanding as to what a reasonable 

person would need to know in order to make a decision.  

Providing an adequate informed consent requires a physician to complete a four-part process. The 

process includes discussion, education, documentation and use of a consent form. The process is 

designed to give patients the information necessary to make a voluntary and informed decision about a 

proposed treatment or procedure –- even if that patient’s ultimate decision is not what the physician 

believes to be in the patient’s best interest. The concept of informed consent to medical treatment is 

based on the following premises:  

• Patients are generally not knowledgeable in the medical sciences. 

• Adults of sound mind have the right to determine whether or not to submit to medical 

treatment and decide what will happen to their own bodies. 

• A patient’s consent to treatment is always required and for some forms of treatment the 

physician must obtain an “informed consent.” 

• The physician must provide the patient with the information necessary to allow the patient to 

provide an “informed consent” when it is applicable. 

Except in an emergency, a physician must obtain informed consent from the patient or a legal decision-

maker before performing certain procedures. Depending on state law, procedures requiring informed 

consent may include surgical and invasive procedures, administering certain medications or contrast 

agents that could have severe or unknown outcomes to the patient, entering a patient in a research trial 

and in certain other circumstances.  

Failure to obtain a patient’s informed consent when required can result in a physician’s liability-even if a 

procedure or treatment is indicated and is performed non-negligently. 

Medical Professional Liability Risks 
Physicians may incur liability for consent issues even when their medical care met the standard of care. 

Consent issues are not usually the central focus of malpractice claims, but they often become important 

associated issues or secondary allegations. While a lack of informed consent or an insufficient 

disclosure may not necessarily have a causal connection to medical injuries in a malpractice case, those 

issues can and do discredit physicians at trial or during settlement discussions. 

• The patient’s right to determine what shall be done with his or her own body is reflected, in 

part, within the legal concept of battery. Battery is the intentional, nonconsensual touching of 
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another person. A battery claim by a patient, although specifically defined by state law, 

generally would include one or both of these elements: 

1. There was no consent given for the examination or treatment. 

2. The treatment provided constituted a substantially different form of care than that 

which was agreed upon by the patient and physician. 

• A negligence claim by a patient would allege that the physician failed to disclose information 

that the patient should have had in order to make an informed decision about the treatment. 

Informed Consent Exceptions 
There are generally two exceptions to informed consent standards. There may be other state-specific 

exceptions, so it is recommended to review your state’s guidelines: 

• Emergency situations — in an emergency situation, if the patient does not have the capacity to 

make decisions, there is no legally designated decision-maker or representative available, and all 

reasonable efforts have been made to contact the legal representative, then a patient will be 

presumed to have consented to necessary medical treatment. The emergency exception does 

not apply if the patient has already refused similar treatments in the past in writing (e.g., 

through an advance directive, durable power of attorney, or by signing a Do Not Resuscitate 

order). 

• Therapeutic privilege — a very rare exception that arises when a physician can prove that 

disclosure of medical information would cause the patient such serious psychological distress 

that disclosure is contraindicated.  

Informed Refusal 
A patient (or a person with decision-making authority for a patient), after being appropriately informed 

of risks, benefits and alternatives of a contemplated treatment, procedure or high-risk medication, has 

the right to refuse. Physicians should emphasize the importance of the treatment or procedure and the 

consequences of no treatment; the patient should be made aware of the ramifications of his or her 

decision. However, if the patient understands the risks of no treatment and still chooses to refuse, he or 

she has made an informed refusal decision that must be respected, regardless of how detrimental the 

physician or healthcare team members think the decision is. If, after receiving information about risks 

and benefits, a patient refuses a treatment or procedure, the patient’s refusal should be documented in 

the medical record and the patient should be asked to sign a refusal of treatment form (see Sample 

Refusal of Treatment Form). The process related to the informed refusal (the main points of the 

discussions about risks, benefits and consequences of declining treatment) should also be documented.  
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Obtaining Consent for Human Immunodeficiency Virus (HIV) Testing 
Many states have laws and regulations associated with obtaining informed consent for testing for HIV. 

The Centers for Disease Control maintains a website that details testing laws in all 50 U.S. states, 

available at www.cdc.gov/hiv/policies/law/states (accessed 6/14/19).   

Obtaining Consent for Treatment of Patients Lacking Capacity 
When an adult patient is competent, he or she has the right to obtain or to refuse healthcare. However, 

when a person lacks decision-making ability to understand the concepts associated with medical 

treatment, another person must help him or her to obtain care and must give the informed consent for 

the patient when the situation requires it. Examples of individuals that sometime fall into this category 

include elderly people who have reduced mental capabilities, intellectually disabled people, some 

mentally ill people, minors or accident victims who have lost the ability to reason effectively. 

In some cases, a court may have adjudicated incompetency or there is a formal written arrangement 

that allows patients with diminished mental capacities to have a spokesperson make healthcare choices 

and help them get treatments. For instance, the patient may have pre-appointed a healthcare agent 

before his or her decline, or a parent or sibling may be the named guardian or conservator of a 

developmentally disabled individual. Sometimes, especially for elderly declining patients, the situation is 

handled less formally, with the patient’s next of kin — a spouse, adult son or daughter, or a sibling — 

bringing the patient to medical appointments and assuming an increasing role in the person’s living 

arrangements and overall care. 

In general, there are several ways a surrogate may become responsible for making healthcare decisions 

for patients lacking capacity to make a decision. The surrogate decision-maker may be the patient’s next 

of kin; the patient, when competent, may have designated the surrogate decision-maker as his or her 

healthcare power of attorney; or a court may have appointed the surrogate decision-maker when the 

patient was deemed incompetent. States’ laws cover surrogate healthcare decision-making, including 

patients’ designation of proxies and court appointment of decision-makers, so physicians should know 

and follow the rules in their states. The American Medical Association has an ethical opinion on 

surrogate decision-making available at www.ama-assn.org/sites/default/files/media-browser/code-of-

medical-ethics-chapter-5.pdf  (accessed 6/14/19). 

Physicians, especially primary care, are in a position to play a role in helping patients prepare for future 

healthcare decisions. This can be done by encouraging them to make arrangements for an alternate 

healthcare decision-maker in the event they are no longer able to make sound independent choices. 

Physicians can educate patients about methods for preplanning, such as naming healthcare proxies and 

establishing living wills. They can inform patients that by establishing advance directives, this will ensure 

the patients’ philosophies about healthcare are known and their needs are met. 

http://www.cdc.gov/hiv/policies/law/states
http://www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-5.pdf
http://www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-5.pdf
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Consent for a Series of Treatments 
There may be occasions where consent is necessary for a series of treatments (e.g. Botox injections, 

chemo or biotherapy treatments, immunotherapy injections, etc.). It is important that the consent 

reflect that this is a series of treatments and not one encounter.  When discussing the treatment plan 

with patients, physicians should address the indication for the treatment/procedure, along with the 

risks, benefits, and alternatives, and if the treatment includes a specified number or schedule of 

treatments (e.g. one per week for four weeks, etc.) and should indicate a specified end date. The 

treatment series should be clear and specific and included in the informed consent discussion and form. 

A reconciliation process should occur at each patient visit, where the consent is reviewed and if anything 

has changed with the elements of the consent or the patient’s condition, or understanding, then a new 

consent process should be started.  

Consent by Telephone, Email or Facsimile 
At times, the person(s) having the legal authority to consent for the patient may not be available and 

physicians must obtain consent by telephone, email or facsimile. The responsible physician must, to the 

extent possible, provide the legal representative with the information needed to obtain consent for 

treatment or an informed consent for a procedure--just as if that person were present.   

Excluding emergency situations, prior to obtaining consent by telephone, email or facsimile, it is 

important to have an established relationship with the patient.  When obtaining consent by telephone: 

• Verify the authenticity of the person legally authorized to consent for the patient by asking 

questions regarding DOB, address, phone numbers, etc. Verify the information provided is 

correct to ascertain you are speaking to the intended person. 

• Have the call witnessed by a second responsible person. 

• Follow standard consenting process, discussing the risks, benefits, and alternatives with the 

person authorized to consent as if he or she was present.  

• Document in the patient’s medical record that consent was obtained by phone, who consented, 

who obtained the consent, and who witnessed it. 

After verifying the authenticity of the person authorized to consent by telephone and discussing the 

care and treatment, you may request that the person provide documentation of his or her consent by 

email or fax.  Have the person giving consent send or affirm a message with words such as: 

“I have been informed by Dr. X of the risks, benefits and alternatives associated with the 

proposed treatment and grant permission for him/her to provide medical treatment [or 

a specific procedure or treatment] to [Patient’s Name], their relationship to the 

patient.”  

Attach or scan a copy of the email or fax to the medical record. Whenever possible, original, signed 

consents should be obtained and filed or scanned into the medical record. 
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Documentation of Informed Consent 
Informed consent is a communication process in which a physician talks with a patient about the nature 

of his or her illness or condition, describes a procedure and its contemplated benefits, and discusses the 

risks and alternatives that a patient would require in order to make an informed decision about that 

procedure. 

The physician performing the procedure, or ordering or providing the care, is responsible for obtaining 

the patient’s informed consent prior to the provision of the care.  Neither the hospital nor a referring 

physician is responsible for the consenting process. Physicians may not delegate to others the duty of 

informing patients about the treatment options, associated risks and material information needed by 

patients to make an informed decision. Physicians may delegate to a nurse or office staff member the 

task of getting a consent form signed, but the physician is ultimately responsible for the consent process 

and should be available to answer any questions the patient has prior to actually scheduling, ordering, 

or carrying out the procedure. Meeting this responsibility is considered best practice from a patient 

safety and risk management perspective.  

It is also important to understand your own state-specific requirements in this area. For example, in 

Pennsylvania, per a PA Supreme Court ruling on June 20, 2017; physicians must personally obtain 

informed consent and must personally answer their patients’ questions. Additionally, in Pennsylvania, 

communications between physicians’ staff members and patients will no longer be admissible at trials as 

to the issue of whether a physician obtained informed consent from the patient. (For additional 

information and discussion about the PA Supreme Court ruling see the Pennsylvania Medical Society’s 

website at www.pamedsoc.org/advocate/topics/medical-liability/InformedConsentBrief or the article 

PA Supreme Court Ruling: Only Doctors Can Obtain Informed Consent found at 

www.postschell.com/publications/1386-pa-supreme-court-ruling-only-doctors-can-obtain-informed-

consent. Articles accessed 6/14/19.) 

Documentation of the informed consent discussion is important. Having a patient sign a form is 

supportive evidence that the informed consent process took place. Also, a signed form cannot replace 

the elements documented in a patient’s record summarizing the discussion and education provided in 

the informed consent process that took place.  Additional notation in the patient’s record about the 

details of the informed consent discussion, (e.g., questions answered, risks pointed out that were 

specific to that person, or educational elements reviewed); can be crucial in defending a lawsuit for an 

alleged failure to obtain the patient’s informed consent. Informed consent litigation often pits the 

memory of the patient against the documentation of the physician. A doctor’s best defense in these 

types of cases is the information contained in the medical record, including not only a consent form 

signed by the patient but a description of the content of the informed consent discussion in the progress 

notes. This type of evidence significantly reinforces the physician’s testimony. 

Physicians should develop informed consent forms that meet state and federal requirements. The 

consent form should include the same elements as the consent discussion and should be written in 

language that the patient can understand (see sample informed consent forms and instructions for 

http://www.pamedsoc.org/advocate/topics/medical-liability/InformedConsentBrief
http://www.postschell.com/publications/1386-pa-supreme-court-ruling-only-doctors-can-obtain-informed-consent
http://www.postschell.com/publications/1386-pa-supreme-court-ruling-only-doctors-can-obtain-informed-consent
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developing an informed consent form that accompany this resource.) The elements on the form should 

include the following: 

• An explanation of the patient’s problem and proposed procedure 

• Disclosure of information that a reasonable person would regard as significant in deciding to 

accept or reject a recommended procedure, including the following: 

o Complications (e.g., bleeding, possibility of additional procedures) 

o Severity (e.g., death, paralysis and loss of function) 

o Incidence of risks (e.g., 1 in 1000 experience this complication), which helps the patient 

put the risk, including loss of life or limb, in perspective 

o Information about common side effects (e.g., swelling or pain) 

o Names of other physicians/clinicians who will be performing parts of the procedure, e.g. 

PA harvesting a leg vein for a CABG procedure. 

• An explanation of the benefits of the procedure 

• A discussion of alternative treatments 

• A statement that there are no guarantees that the procedure will be 100% successful 

• Information about potential outcomes if treatment is refused 

• Encouragement of the patient to ask questions 

• Acknowledgment that the patient can withdraw consent 

• The offer of a second opinion, if applicable 

Barriers to the Informed Consent Process 
Many factors, including a patient’s limited literacy skills, fear, sensory issues, level of intimidation, 

degree of modesty, or expectation regarding a specific outcome can diminish the patient’s ability to 

comprehend the consent process. Cultural and linguistic differences can also be barriers to a patient’s 

understanding. Since the informed consent process relies on discussion and education so that a patient 

can make an informed choice, it is a process that is heavily dependent on clear communication. 

Various groups have taken an interest in healthcare communications involving vulnerable populations, 

and studies have been conducted in an effort to better understand the issues, reduce barriers and 

improve comprehension. One such study published in 2006 in the Journal of General Internal Medicine 

examined the informed consent process and described how lower literacy and minority status (potential 

difficulty with the English language) limited understanding of consent information. This article suggests 

various strategies for modifying the consent process for patients who may have problems understanding 

consent information. Specific modifications that were shown to reduce barriers and improve the 

consent process include: 

• Using a more readable consent form (written with plain language, large font, short paragraphs, a 

lot of white space) 

• Arranging for consent forms to be read to patients in their native languages 
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• Using an iterative “teach to goal” strategy (asking patients to answer questions to show their 

comprehension of material) 

The article is available at www.ncbi.nlm.nih.gov/pmc/articles/PMC1831581/ (accessed 6/14/19). 

Risk Management Recommendations 
• Recognize that informed consent is a process, not a form. This process incorporates educating 

the patient through discussion, documenting the discussion in the medical record and using a 

form to record the discussion. The consent form should never replace the discussion and 

education provided. 

• Some healthcare facilities have policies mandating that patient consents must be obtained (and 

consent forms signed) within certain time parameters (for example, no more than 30 days 

before a procedure at that facility). Physicians should determine which facilities have such 

policies and should comply. Even when no specific time policy is imposed by a facility, if a 

protracted period of time has elapsed since the physician obtained a patient’s consent for a 

procedure, he or she should reassess the situation to ensure the underlying framework for the 

consent is still applicable by questioning the patient to find out if anything has changed (e.g., has 

the patient seen a new doctor, started a new prescription or over-the-counter medication, 

visited a hospital emergency department or started any other type of new treatment?). 

• Develop a policy and procedure for the informed consent process that ensures that patients’ 

rights are honored (see Informed Consent: Sample Policy and Procedure). The process should 

focus on four key elements: 1) informed consent discussion; 2) education; 3) documentation; 

and 4) consent form. 

Discussion 
• Recognize that the clinician or practitioner performing the procedure or administering the 

treatment is responsible for having the informed consent discussion with the patient, and 

obtaining and documenting the patient’s consent. This is the most important element of the 

informed consent process, as it strengthens the physician-patient relationship and provides the 

patient with the material facts the patient needs to make an informed decision. 

• Recognize that the office setting is the best place for the discussion to occur and that the 

physician must tell his or her patient information that allows the patient to make a meaningful 

medical care decision.  

Education 
• Use educational pamphlets, written handouts, pictures and pre-op/post-operative instructions 

to help patients understand what they need to know in order to make an informed decision. 

Using educational items allows patients to remember discussions and information reviewed 

regarding possible risks and complications involved in procedures. Without the physician’s 

thorough educational effort, patients often do not understand that a less-than-optimal outcome 

may not be caused by substandard medical care. Document in the patient’s record that the 

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1831581/
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patient received these materials, because referencing educational materials could be used as 

reminders of the discussion or if the consent is challenged at a later date. Even if no longer in 

use, educational materials can be a valuable defense tool in the event of litigation. Out-of-date 

educational materials should be archived and kept in storage or scanned, so that a practice can 

easily refer to them in the event of a claim. 

Documentation 
• Document the informed consent discussion in the medical record. Include the following: 

o A notation in the progress notes that the informed consent discussion took place and 

the patient either consented or did not consent to the procedure. (A patient’s refusal of 

any treatment should be documented in the medical record and the patient should be 

asked to sign a refusal of treatment form — see sample Refusal of Treatment form). 

o A notation regarding what items specific to that patient were discussed and any items 

that received special emphasis. 

o Questions and/or concerns patient had and how they were addressed. 

o A notation or copy of any written material given to the patient, including educational 

handouts, instructions, or information sheets. 

o The signed and dated consent form, if obtained. 

o A notation that the patient received a videotape, DVD, visual aids, etc. 

o A notation of the patient’s language, if not English, and the name and relationship of the 

translator or other steps taken to facilitate communication, if applicable. 

The Consent Form 
• Develop forms for procedures that require informed consent (See sample informed consent 

forms and instructions for developing an informed consent form). 

• Allow space to insert factors unique to the individual patient, (e.g., the patient’s comorbidities), 

that could affect the outcome, or a particular question or concern expressed by the patient and 

how it was addressed. 

• Never replace the informed consent discussion with the consent form, which is simply a record 

of the discussion and agreement given. 

• Include the elements of an informed consent form as listed above.   

• Especially when a risk of refusal might cause significant harm to a patient, consider asking 

patients to sign a refusal of treatment form after completing and documenting the patient’s 

refusal of treatment discussion and education provided. (See sample Refusal of Treatment 

form.) 

• Give the patient a copy of the signed and dated consent (or refusal) form, and keep the original 

in the chart. 
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Additional Resources 
• Sudore RL, Landefeld CS, Williams BA, et al. Use of a modified informed consent process among 

vulnerable patients. Journal of General Internal Medicine. 2006; 21:867-873. Available at 

www.ncbi.nlm.nih.gov/pmc/articles/PMC1831581 (accessed 6/14/19). 

• State HIV Laws. Available at www.cdc.gov/hiv/policies/law/states/ (accessed 6/14/19). 

• AMA Code of Medical Ethics.  

o Chapter 2, Opinions on Consent, Communication and Decision Making. Available at 

www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-

2.pdf (accessed 6/14/19). 

o Chapter 5, Opinions on Caring for Patients at the End of Life. Available at www.ama-

assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-5.pdf 

(accessed 6/14/19). 

Sample Forms 
• Informed Consent for General Use – “About Your Procedure” 

• Instructions for Developing a Procedure-Specific Informed Consent Form 

• Consent for Office-Based Surgery 

• Informed Consent for Anesthesia 

• Refusal of Treatment 

Sample Policy and Procedure 
• Informed Consent and Informed Refusal 

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1831581
http://www.cdc.gov/hiv/policies/law/states/
http://www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-2.pdf
http://www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-2.pdf
http://www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-5.pdf
http://www.ama-assn.org/sites/default/files/media-browser/code-of-medical-ethics-chapter-5.pdf
https://files.norcal-group.com/hubfs/Resources/Informed-Consent_Sample-Form.docx
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