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SUBJECT:  Nursing Facility Resident Informed Consent Protection Act of 2022 

 

SUMMARY:  Requires a prescriber, prior to prescribing a psychotherapeutic drug for a nursing 

home resident, to personally examine and obtain the informed written consent of the resident or 

the resident’s representative, and requires specified information to be disclosed to the resident as 

part of the process of obtaining informed written consent.  

 

Existing law: 

1) Licenses and regulates skilled nursing facilities (SNFs) and intermediate care facilities (ICFs) 

by the California Department of Public Health (CDPH). SNFs are defined as health facilities 

that provide skilled nursing care and supportive care to patients whose primary need is for 

availability of skilled nursing care on an extended basis, and ICFs are defined as health 

facilities that provide inpatient care to ambulatory or non-ambulatory patients who have 

recurring need for skilled nursing supervision and need supportive care, but who do not 

require the availability of continuous skilled nursing care. [HSC §1250 (c) and (d)] 

 

2) Permits an attending physician and a SNF or ICF to initiate a medical intervention for a 

resident of a SNF or ICF that requires informed consent, when the physician has determined 

the resident lacks the capacity to make health care decisions and there is no person with legal 

authority to makes those decisions on behalf of the resident, in accordance with acceptable 

standards of practice. [HSC §1418.8 (d)] 

 

3) Specifies that a resident lacks capacity to make a decision regarding his or her health care if 

the resident is unable to understand the nature and consequences of the proposed medical 

intervention, or is unable to express a preference regarding the intervention. Requires the 

physician, in making this determination regarding capacity, to interview the resident, review 

the resident’s medical records, and consult with SNF or ICF staff, and family members and 

friends of the resident, if any have been identified. [HSC §1418.8 (b)] 

 

4) Specifies that a person with legal authority to make medical decisions on behalf of a resident 

is a person designated under a valid Durable Power of Attorney for Health Care, a guardian, 

a conservator, or next of kin. Requires a physician to interview the resident, review medical 

records, and consult with SNF or ICF staff, and with family members and friends, if 

identified, in order to determine the existence of a person with legal authority. [HSC §1418.8 

(c)] 

 

Existing regulations: 

1) Specifies, for purposes of obtaining informed consent in SNFs and ICFs, that it is the 

responsibility of the attending licensed healthcare practitioner acting within the scope of his 

or her professional practice to determine what information a reasonable person in the 

patient’s condition and circumstances would consider material to a decision to accept or 

refuse a proposed treatment or procedure. [22 CCR §72528(a)] 
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2) Requires, for purposes of informed consent in SNFs and ICFs, that information material to a 

decision concerning the administration of a psychotherapeutic drug or physical restraint, or 

the prolonged use of a device that may lead to the inability of the patient to regain use of a 

normal bodily function, to include specified information, including the nature, degree, 

duration, and probability of side effects and significant risks, and reasonable alternative 

treatments and risks. [22 CCR §72528(b)] 

 

3) Requires, prior to initiating the administration of psychotherapeutic drugs, SNF or ICF staff 

to verify that the patient’s health record contains documentation that the patient has given 

informed consent to the proposed treatment. [22 CCR §72528(c)] 

 

4) Defines “psychotherapeutic drug,” for purposes of requirements pertaining to SNFs and 

ICFs, as a medication to control behavior or to treat though disorder processes. [22 CCR 

§72092] 

 

This bill: 

1) Requires a prescriber, prior to prescribing a psychotherapeutic drug for a nursing home 

resident, to personally examine and obtain the informed written consent of the resident or the 

resident’s representative. 

 

2) Defines various terms for purposes of this bill, including that “psychotherapeutic drug” 

means a drug to control behavior or to treat thought disorder processes but excludes 

antidepressants; and “representative” means an individual who has authority to act on behalf 

of the resident, including, but not limited to, a conservator, guardian, person authorized as 

agent in the resident’s advanced health care directive, the resident’s spouse, registered 

domestic partner, or family member, a person designated by the resident, or other legally 

designated individual.  

 

3) Requires the prescriber, for purposes of the  requirement in 1) above, to communicate, and 

the written consent form to contain, in a language the resident understands, the information a 

reasonable person in the resident’s condition and circumstances would consider material to a 

decision to accept or refuse the drug. Permits the written consent form to be provided in 

English if written translation services are not timely available. Requires the information and 

written consent form to be provided in an accessible format if the resident is hearing or vision 

impaired. 

 

4) Requires the written consent form, for purposes of the requirement in 3) above, to be signed 

by the resident or the resident’s representative, and to also be signed by a health care 

professional who declares the resident or resident representative has been provided the 

material information. Requires copies of the signed consent form to be given to the resident 

and their representative. 

 

5) Specifies that if the signature of the resident or resident’s representative cannot be obtained, 

requires a licensed nurse to sign the form and verify that they confirmed informed consent 

with the resident or resident’s representative and to state the name of the person with whom 

they verified consent and the date. 

 

6) Requires the SNF or ICF, within six months after the consent form is signed and every six 

months thereafter during which the resident receives a psychotherapeutic drug, to provide a 

written notice to the resident and the resident’s representative, of any recommended dosage 
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adjustments and the resident’s right to revoke consent and to receive gradual dose reductions 

and behavioral interventions in an effort to discontinue the psychotherapeutic drug. 

 

7) Requires the prescriber to provide, in addition to the information required in specified 

regulations governing informed consent in SNFs and ICFs, the following additional 

information material to an informed consent decision concerning the administration of a 

psychotherapeutic drug: 

 

a) Possible nonpharmacologic approaches that could address the resident’s needs; 

b) Any current boxed warning labels and accompanying detailed information regarding 

contraindications, warning, and precautions required by the United States Food and Drug 

Administration (FDA); 

c) Whether a proposed drug is being prescribed for a purpose that has not been approved by 

the FDA; 

d) Possible interactions with other drugs the resident is receiving; and, 

e) How the facility and prescriber will monitor and respond to any adverse side effects and 

inform the resident of side effects. 

 

8) Requires facility staff, before initiating treatment with psychotherapeutic drugs, to verify that 

the resident’s health record contains a written consent form with the required signatures. 

Requires facility staff, for a prescription written prior to the admission and encompassing the 

admission of the resident, to verify that the resident provided informed consent or refused 

treatment or a procedure pertaining to the administration of psychotherapeutic drugs. 

 

9) Requires residents’ rights policies and procedures established pursuant to this bill concerning 

informed consent to specify how the facility will verify that the resident provided informed 

consent or refused treatment or a procedure pertaining to the administration of 

psychotherapeutic drugs. 

 

10) Prohibits this bill from being construed to require a facility to obtain informed consent each 

time a drug is administered unless material circumstances or risks change. 

 

11) Requires CDPH to inspect SNFs and ICFs for compliance with this bill during required 

periodic inspections and, as appropriate, during complaint investigations. Prohibits this 

inspection requirement from limiting CDPH’s authority in other circumstances to cite for 

violations or to inspect for compliance with this bill. 

 

12) Deems a violation of the requirement in 8) above for facility staff to verify that a resident has 

a signed written consent form prior to the administration of psychotherapeutic drugs to have 

caused the affected residents harm and to constitute a class “B,” “A,” or “AA” violation 

pursuant to the standards under existing law for these violations. 

 

13) Specifies that in addition to any other penalties, the willful or repeated violation of this bill is 

punishable as a misdemeanor unless there is an emergency as described in specified 

regulations. 

 

14) Specifies that nothing in this bill impairs or otherwise alters other nonconflicting statutory or 

regulatory requirements, including but not limited to, requirements contained in specified 

regulations pertaining to initiating treatment without informed consent if an emergency exists 
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in which immediate action is necessary for the prevention of serious bodily harm or to 

alleviate severe physical pain. 

 

15) Requires CDPH, upon appropriation by the Legislature, to use funds from the State Health 

Facilities Citation Penalties Account to contract with the California Association of Long 

Term Care Medicine to develop an informed consent form, a model disclosure statement for 

providing material information necessary to providing informed consent for use of 

psychotherapeutic medication, a model notification statement of the resident’s right to 

withdraw informed consent, and provide related education and training to health care 

providers in the use of the form and required notifications. Specifies that providers using 

these forms and notifications are presumed to be in compliance with this bill. 

 

16) Specifies that SNFs are not required to comply with this bill until the informed consent form 

is available as developed by CDPH in conjunction with the California Association of Long 

Term Care Medicine or other clinical organizations as determined by CDPH. Requires 

CDPH to have a final informed consent form available to SNFs by July 1, 2023. 

 

17) Adds the following two requirements to the Skilled Nursing and Intermediate Care Facility 

Patient’s Bill of Rights: 

 

a) Requires a resident of a SNF or ICF to have the right to receive the information that is 

material to an individual’s decision concerning whether to accept or refuse a proposed 

treatment or procedure, pursuant to specified regulations governing informed consent in 

SNFs. Requires the disclosure of material information for administration of 

psychotherapeutic drugs to also include the disclosures required by this bill in 7) above; 

and, 

b) Requires a resident of a SNF or ICF to have the right to be free from psychotherapeutic 

drugs used for the purpose of resident discipline or convenience, and to have the right to 

be free from psychotherapeutic drugs used as a chemical restraint, except in an 

emergency that threatens to cause immediate injury to the resident or others. Requires, if 

a chemical restraint is administered during an emergency, to only be a drug that is 

required to treat the emergency condition, after being deemed the least intrusive 

treatment alternative for the resident, and used only for a specified and limited period of 

time. Defines “chemical restraint,” for purposes of this provision, as a drug used to 

control behavior and used in a manner not required to treat the resident’s medical 

symptoms. 

 

18) Makes various legislative findings and declarations, including that as of 2021, 22% of 

California nursing facility residents are given powerful antipsychotic drugs, which are a 

subset of psychotherapeutic drugs, that the FDA has issued black box warnings stating that 

antipsychotic drugs greatly increase the risk of death for seniors with dementia, and that it is 

the intent of the Legislature to codify and expand rules that establish a resident’s right to 

provide or withhold written informed consent concerning the use of psychotherapeutic drugs 

and the right to be free from chemical restraint. 

 

FISCAL EFFECT:  According to the Assembly Appropriations Committee, minor and 

absorbable costs to DPH for additional inspection requirements. However, this was before recent 

amendments to require CDPH to develop a consent form, model disclosure statement, and model 

notification statement. 
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PRIOR VOTES:   

Assembly Floor: 57 - 0 

Assembly Appropriations Committee: 13 - 1 

Assembly Health Committee: 10 - 0 

 

COMMENTS: 

1) Author’s statement.  According to the author, nursing homes have increasingly turned to 

psychotherapeutic drugs to sedate and control residents, especially those who display 

confused or agitated behaviors caused by dementia. While these drugs are sometimes 

appropriately prescribed to treat mental health conditions, many of the psychotherapeutic 

drugs being used in nursing homes, particularly antipsychotic drugs designed to treat serious 

psychiatric disorders, are dangerous and used without medical justification.  This bill 

addresses these concerns by codifying existing regulations that establish a nursing home 

resident’s right to informed consent concerning the use of psychoactive drugs, strengthening 

requirements for informed consent verification, and clarifying that CDPH shall inspect for 

compliance with informed consent requirements. This bill will not create any new costs as 

physicians are already required to obtain informed consent, nursing facilities are already 

required to verify consent, and CDPH is already required and funded to inspect for 

compliance with these requirements. This bill will help ensure that these existing duties are 

carried out in an appropriate manner. 

 

2) Current informed consent requirements at SNFs and ICFs. Under existing regulations for 

both SNFs and ICFs, there are a number of requirements governing informed consent, 

including specific requirements governing the administration of a psychotherapeutic drug or 

physical restraint. First, the regulations state that it is the responsibility of the attending 

physician to determine what information a reasonable person in the patient’s condition and 

circumstances would consider material to a decision to accept or refuse a proposed treatment 

or procedure, and that the disclosure of the material information and obtaining informed 

consent is the responsibility of the licensed healthcare practitioner, acting within their scope 

of practice, orders the treatment for which informed consent is required. For the 

administration of a psychotherapeutic drug or a physical restraint, or the prolonged use of a 

device that may lead to the inability of a patient to regain use of a normal bodily function, the 

material information required to be disclosed in order for the patient or the patient’s 

representative to provide informed consent includes the following: 

 

a) The reason for the treatment and the nature and seriousness of the patient’s illness; 

b) The nature of the procedures to be used in the proposed treatment, including their 

probable frequency and duration; 

c) The probable degree and duration (temporary or permanent) of improvement or 

remission, expected with or without such treatment; 

d) The nature, degree, duration and probability of the side effects and significant risks, 

commonly known by the health professions; 

e) The reasonable alternative treatment and risks, and why the health professional is 

recommending this particular treatment; and, 

f) That the patient has the right to accept or refuse the proposed treatment, and if he or she 

consents, has the right to revoke his or her consent for any reason at any time. 

 

Before initiating the administration of psychotherapeutic drugs, or physical restraints, facility 

staff is required to verify that the patient’s health record contains documentation that the 
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patient has given informed consent to the proposed treatment or procedure. The regulations 

permit the initiation of treatment without informed consent if there is documentation within 

the patient’s record that an emergency exists where there is an unanticipated condition in 

which immediate action is necessary for the preservation of life or the prevention of serious 

bodily harm to the patient or others or to alleviate severe physical pain, and it is impractical 

to obtain the required consent. The regulations also permit the disclosure of risks of a 

proposed treatment or procedure to be withheld if there is documentation that the patient or 

patient’s representative specifically requested that they not be informed of the risks, or when 

the licensed health care practitioner relied upon objective facts that would demonstrate to a 

reasonable person that the disclosure would have so seriously upset the patient that the 

patient would not have been able to rationally weigh the risks of refusing to undergo the 

recommended treatment and that, unless inappropriate, a patient’s representative gave 

informed consent. A general consent form in a contract for admission can only encompass 

consent for routine nursing care or emergency care. 

 

The requirements in this bill build off the requirements in regulations as described here by, 

among other things, requiring the informed consent for psychotherapeutic drugs to be written 

and signed by both the prescriber and the patient or the patient’s representative, requiring the 

prescriber to personally examine and obtain the written informed consent, and adding 

additional required disclosures such as whether a drug is being prescribed for a purpose that 

has not been approved by the FDA, and information related to black box warnings. 

 

3) Background on informed consent. With the exception of a medical emergency, all medical 

procedures require the consent of the patient. If the medical treatment is more involved, or if 

there are some risks involved, the patient needs to be informed of those risks or potential 

complications, and this “informed consent” must be documented in the patient’s record. A 

patient must be capable of understanding those risks to be able to provide consent to the 

treatment. While a court can adjudicate a person to be incompetent to make medical 

decisions, even if this has not happened, a physician can still make a determination that a 

person lacks capacity to make health care decisions. Sometimes this is temporary, such as 

when a patient is unconscious, or it can be more permanent if caused by something like 

dementia. In most cases, the resident of the nursing home has a surviving spouse or child or 

other next of kin, or someone else previously designated as a surrogate decisionmaker, 

whether through a Durable Power of Attorney for Health Care, or some other mechanism. 

The problem is when the nursing home patient does not have anyone available to represent 

them. The Probate Code allows a physician or a health facility, among others, to file a 

petition in court to determine that a patient lacks capacity and to have the court authorize 

recommended medical treatment, or to appoint someone to make decisions on the patient’s 

behalf.  

 

4) Drug labeling and black box warnings. Under FDA drug labeling requirements, certain drug 

interactions, adverse reactions, and other potential safety hazards that are considered serious 

or are otherwise clinically significant are required to be included in a “warning and 

precautions” section of a drug label. This could involve lengthy and detailed information 

about adverse reactions, laboratory test interference, and is typically included in a package 

insert. Also on the insert is a section on “contraindications,” where there are known hazards 

that in some clinical situation indicate the risk from use outweighs any therapeutic benefit. A 

“boxed warning,” also known as a black box warning, is the strongest form of warning 

required by the FDA for prescription drug labeling. It is presented in a box surrounded by a 

back border and is placed on the drug label and any package inserts. A boxed warning is 



AB 1809 (Aguiar-Curry)   Page 7 of 9 
 

ordinarily used to highlight for prescribers when there is an adverse reaction so serious in 

proportion to the potential benefit, such as a life-threatening reaction, that it is essential that it 

be considered in assessing the risks and benefits of using the drug. A boxed warning is also 

used when there is a serious adverse reaction that can be prevented or reduced in frequency 

by appropriate use of the drug (patient selection, monitoring, addition of another drug, etc.), 

or when FDA approved the drug with restrictions to ensure safe use. According to FDA 

guidance, a boxed warning provides a brief, concise summary of the information that is 

critical for a prescriber to consider, including any restriction on distribution or use. There is 

typically a more detailed discussion of the risk elsewhere in the labeling, such as in the 

“warnings and precautions” or “contraindications” section, that must be identified by cross-

reference. 

 

5) Psychotherapeutics, antipsychotics, and black box warning on the use of antipsychotics in 

the elderly. This bill imposes enhanced informed consent procedures when a proposed 

treatment involves “psychotherapeutic drugs,” which is defined to mean a drug to control 

behavior or to treat thought disorder processes, excluding antidepressants. Psychotherapeutic 

drug is a general term that can encompass a number of medications that affect brain 

chemistry. It can include antidepressants (which are specifically excluded from this bill), 

anti-anxiety medications such as benzodiazepines, stimulants such as medication to treat 

attention-deficit/hyperactivity disorder, and antipsychotic medicines, which are used to 

manage psychosis. Antipsychotic drugs are used to treat conditions such as schizophrenia 

and bipolar disorder. There are older, first generation antipsychotics, also called “typical” 

antipsychotics, which include chlorpromazine and haloperidol, and newer “atypical” 

antipsychotics such as risperidone, olanzapine, and quetiapine.  

 

Going back to 2003, the FDA began warning about increased risk of “cerebrovascular 

adverse events including stroke” in dementia patients treated with the atypical antipsychotic 

drug risperidone. Following a meta-analysis, the FDA issued a black-box warning citing an 

increased risk of mortality for patients receiving atypical antipsychotics versus placebo, 

which was applied to all atypical antipsychotics as a class. In 2008, the FDA updated this 

black box warning to apply to conventional first generation, or typical, antipsychotics as 

well. The warning states that conventional or atypical antipsychotic drugs are not FDA-

approved for the treatment of dementia-related psychosis. The warning states that use of 

conventional or atypical antipsychotic drugs in elderly patients with dementia-related 

psychosis is associated with an increased risk of death, and that prescribers who institute 

antipsychotic drug use in the regimen of an elderly patient with dementia-related psychosis 

should discuss the increased risk of mortality with the patient, caregivers, and family 

members. Since there is no FDA-approved medication for the treatment of dementia-related 

psychosis, other management options should be considered by health care providers. 

 

6) Double referral. This bill is double referred.  Should it pass out of this committee, it will be 

referred to the Senate Judiciary Committee. 

 

7) Prior legislation. SB 460 (Pan of 2021) proposed to establish an Office of Patient 

Representative within California Department of Aging (CDA) to provide residents of nursing 

homes, who have been determined to lack capacity to provide informed consent for proposed 

medical interventions and do not have anyone to provide representation on their behalf, with 

someone to represent their interests on the interdisciplinary team that reviews proposed 

medical interventions for these residents. Additionally, it made changes to the process for 

administering medical interventions for incapacitated and unrepresented nursing home 
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residents, including by requiring residents to receive written notice of the determination of 

incapacity, and by requiring a patient representative at all interdisciplinary team meetings to 

review proposed medical interventions. SB 460 was not taken up on the Senate Floor; 

substantially similar provisions were included in the health budget trailer bill, described 

below. 

 

AB 135 (Committee on Budget, Chapter 85, Statutes of 2021) was the health budget trailer 

bill, and among other provisions, it established the Long-Term Care Patient Representative 

Program within CDA to provide public patient representatives for residents of SNFs and 

ICFs to participate in interdisciplinary team reviews held pursuant to specified provisions of 

law governing proposed medical interventions for patients who lack capacity to provide 

informed consent and do not have anyone to represent their interests. 

 

SB 481 (Pan of 2017) would have required that a resident of a long term care facility who has 

been determined to lack capacity to make health care decisions and there is no person with 

legal authority to make those decisions on the resident’s behalf, to be notified prior to 

implementing a medical intervention, of this lack of capacity determination, of the medical 

intervention that has been prescribed, and of the right of the resident to challenge these 

determinations in a judicial proceeding. These provisions were amended out of SB 481. 

 

8) Support.  This bill is sponsored by California Advocates for Nursing Home Reform 

(CANHR), which states that for decades, regulations that ensure the rights of nursing home 

residents to give informed consent before being administered psychotropic drugs have 

become less meaningful as enforcement and compliance have diminished. Today, 

overdrugging is once again at crisis levels for nursing home residents, and refreshing and 

codifying informed consent protections for residents would ameliorate this problem. 

According to CANHR, following a number of studies showing severe side effects, including 

death, the FDA issued public health advisories that the treatment of dementia with 

antipsychotic medications was contra-indicated. Antipsychotics are associated with increased 

stroke, heart attack, pneumonia, extrapyramidal side effects and a host of other serious 

conditions. According to CANHR, the FDA now requires that all antipsychotics be 

accompanies by a black box warning label, cautioning the user that the drugs nearly double 

the risk of death for elderly patients with dementia. CANHR states that expert guidance in 

the care of people with dementia mandates that psychotropic drugs be used only as a last 

resort and only after non-pharmacological options have been exhausted. 

 

A number of organizations support this bill. The Office of the State Long-Term Care 

Ombudsman states that their representatives continue to handle hundreds of complaints from 

residents or their representatives that relate to chemical restraints, in addition to side effects 

that are caused by these drugs. The California Alliance of Retired Americans states that 

information and choice are nursing home residents’ best protection against inappropriate 

psychotropic drug use. 

 

9) Policy comments. 

a) Contracting requirement. Recent amendments added a requirement that CDPH, upon 

appropriation by the Legislature, use funds from the State Health Facilities Citation 

Penalties Account to contract with the California Association of Long Term Care 

Medicine to develop an informed consent form, a model disclosure statement for 

providing material information necessary to providing informed consent for use of 

psychotherapeutic medication, a model notification statement of the resident’s right to 
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withdraw informed consent, and provide related education and training to health care 

providers in the use of the form and required notifications. It is unusual for the 

Legislature to direct a state agency to enter into a contract with a single, specific 

organization. The committee may wish to consider whether this requirement should give 

CDPH more flexibility on how it complies with the requirement to develop these forms 

and notifications, and permit, rather than require, contracting with organizations with 

expertise in this area. 

b) Warning information could benefit from prescriber context. This bill requires “any 

current boxed warning labels and accompanying detailed information regarding 

contraindications, warnings, and precautions” to be provided to the resident. While it is 

important that boxed warnings be communicated to the resident or their representative, 

this information is often geared toward prescribers, particularly the more detailed 

information contained in the contraindications and warnings and precaution sections of 

the label. The committee may wish to consider whether it would be more appropriate to 

require the prescriber to summarize this information so that a resident isn’t just handed a 

lengthy drug package insert that may be of limited use to the resident. 

c) Informed consent via telehealth. This bill requires the prescriber to “personally examine 

and obtain” the informed written consent, and requires both the prescribers signature and 

the resident or their representative’s signature. However it may not always be possible for 

a physician, or for a resident’s representative, to be physically present in the facility. 

Particularly for facilities located in more remote areas of the state, this may create a 

barrier to appropriate care for residents. The committee may wish to consider whether 

telehealth could be utilized to comply with the informed written consent procedures in 

this bill, including through the use of electronic signatures. 

d) Technical amendments. Subdivision (i) of section 1599.15 (page 9, lines 25-28) 

references emergencies “as described in subdivision (k).” However, subdivision (k), 

which as amended is now actually (j), actually cross references a number of provisions in 

a particular regulation, not all of which pertain to an emergency. Subdivision (i) should 

directly cross-reference the definition of emergency in the regulation. Additionally, the 

new subdivision (l) of Section 1599.15 (page 10, lines 29-35) should be amended to 

include ICFs.   

 

SUPPORT AND OPPOSITION: 

Support: California Advocates for Nursing Home Reform (sponsor) 

 A Voice for Choice Advocacy 

 AARP 

 California Alliance for Retired Americans 

 California Continuing Care Residents Association  

California Freedom Keepers 

California Health Coalition Advocacy  

California Office of the State Long-Term Care Ombudsman Program 
Consumer Attorneys of California  

Educate. Advocate.  

 Gray Panthers of San Francisco 

 Justice in Aging 

Long Term Care Ombudsman Program for Humboldt/Del Norte Counties 

 Save our Seniors Network 

 

Oppose: None received 

-- END -- 


