
Investigative Protocol – Informed Consent for Psychotherapeutic Drugs, 22 CCR §§72527
(a)(4)&(5), 72527(c), (d) & (e), 72528

Objectives:

To determine whether: 

• each resident who is given a psychotherapeutic drug has given informed consent for its 
use;

• a resident’s representative has given informed consent if the resident lacks capacity to do 
so;

• each resident who is given a psychotherapeutic drug has received all information that is 
material to his or her decision concerning whether to accept or refuse the drug; and

• the facility staff verify and document that a resident or resident’s representative has given 
informed consent before initiating the administration of psychotherapeutic drugs.

Note: “Psychotherapeutic drug” is defined at 22 CCR §72092.

Persons who may act as a resident’s representative are listed at 22 CCR §72527(d).

Procedures:

Sample Selection:

Select five current residents who have dementia or related illnesses and who are receiving 
antipsychotic drugs. If the facility has less than five residents who meet these criteria, include 
residents who are taking other types of psychotherapeutic drugs and/or who have other types of 
illness.

To the extent they share the characteristics listed above, coordinate the selection of residents with 
those whose drug regimens are being reviewed during a concurrent federal survey.

Record Review

Review the medical records of each of the five residents and note whether informed consent is 
documented for each prescribed psychotherapeutic drug and for any adjustment in dosage.

If the record does not contain documentation verifying that the resident or representative gave 
informed consent, the facility is in violation of the requirement and a citation should be issued. 
Proceed to interview the resident or representative to determine whether the required information 
was provided and whether the physician obtained the consent for each prescribed 
psychotherapeutic drug.

If the medical record contains documentation that the resident or representative gave consent, 
interview the resident or representative to verify that he or she received the required information 



and gave consent. Do not assume that informed consent was obtained based on a medical record 
entry. The resident or representative must be interviewed.

Interview:

Interview each resident or, if the resident lacks capacity, the resident’s representative to 
determine if the prescribing physician disclosed the following information required by section 
72528(b) for each prescribed psychotherapeutic drug:

1. The reason for the treatment and the nature and seriousness of the resident’s illness;
2. The nature of the procedures to be used in the proposed treatment including their 

probable frequency and duration;
3. The probable degree and duration (temporary or permanent) of improvement or 

remission, expected with or without such treatment;
4. The nature, degree, duration, and probability of the side effects and significant risks, 

commonly known by the health professions;
5. The reasonable alternative treatments and risks, and why the health professional is 

recommending this particular treatment;
6. That the resident 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.

Note: If a resident lacks the ability to understand the nature and consequences of the 
proposed medical treatment (i.e., medication), the resident’s representative has the right 
to be informed and to provide consent. 22 CCR §72527(c), (d) &(e). 

Probes:

 Ask the resident or representative, as appropriate, if he or she was provided each 
element of the required information (e.g., reason for the drug, alternatives, side 
effects, right to refuse, etc.). 

 Who provided the information? 

 Was the information provided before the drug was started? When? 

 Was the information provided in person, by telephone or in writing?

 Did you understand the information? Were your questions answered to your 
satisfaction?

 What information were you given about side effects and risks of this drug?

 If pertinent, were you advised that the FDA has not approved this drug for the 
prescribed use?



 If pertinent, were you advised that the FDA has issued warnings, including black box 
warnings, for use of this drug?

 If pertinent, did you receive written information about any FDA warnings? Were you 
able to review and consider this information before making a decision?

 If available, review the written information provided to the resident or representative.

 Were you told that you have the right to give or withhold consent to the drug?

 Did you give consent? To whom did you give consent? Was the consent in writing?

 Do you consider your consent to have been well-informed?

 Did the resident’s doctor examine the resident before prescribing the drug to 
determine its need?

 Were alternative care approaches specifically discussed in care planning meetings or 
other discussions?

 What other care approaches were tried before the drug? Did they work? Why or why 
not?

Note: The resident and representative cannot give consent to use psychotherapeutic drugs 
for the sake of discipline or staff convenience or when the drug is not necessary to treat 
the resident’s medical symptoms. That is, the facility may not use psychotherapeutic 
drugs in violation of rights concerning chemical restraints (22 CCR §72527(a)(23)) solely  
based on a resident’s or representative’s approval.

Additional Investigation

If a resident’s record does not contain documentation verifying that informed consent was given 
prior to the administration of psychotherapeutic drugs or if you identify concerns that consent 
was not given or not informed during interviews with a resident or representative, take these 
actions:

(1) review the facility’s policies on informed consent to determine how it verifies and 
documents that the resident or representative has given informed consent before the drug 
is administered; 
(2) interview each staff person who verified or reported verifying the consent to address 
concerns about the consent; and 
(3) contact and interview each prescribing physician to address concerns related to 
consent for the drug.

If two or more violations of informed consent are found within the sample residents, expand the 
sample to include all current residents who are receiving psychotherapeutic drugs.



Enforcement

If it is determined that a psychotherapeutic drug was used without consent or without the resident 
or representative being properly informed, the facility shall be cited for violating the resident’s 
right to informed consent. Although section 72528(b) requires the physician to inform the 
resident or representative, the facility has a separate duty to ensure that psychotherapeutic drugs 
are not used without informed consent.

Section 72527(a)(5) requires the facility to ensure that the resident’s right to informed consent is 
not violated. Section 72528(c) requires the facility staff to verify that the resident’s record 
contains documentation that the resident gave informed consent before the drug was used. 
Additionally, facilities can be cited for failing to comply with their informed consent policies 
required by section 72527(e) or for failing to have developed such policies.

Individual citations shall be issued for each violation of the informed consent requirements.  

The severity of the enforcement action should be aggravated if the investigation reveals that 
facility staff fraudulently documented informed consent that was not actually given.

A citation should be issued for each instance when a facility fails to verify and/or document that 
informed consent was obtained.

Immediately file a complaint with the Medical Board of California in every instance where it is 
determined that a physician prescribed psychotherapeutic drugs without a resident’s informed 
consent.

Citations for Use of Antipsychotic Drugs Without Informed Consent

The U.S Food and Drug Administration (FDA) has issued black box warnings for all 
antipsychotic drugs stating that they greatly increase the risk of death for elderly persons with 
dementia-related psychosis.

Additionally, the FDA issued an advisory in June 2008 to healthcare professionals that states:

• Elderly patients with dementia-related psychosis treated with conventional or atypical 
antipsychotic drugs are at an increased risk of death.

• Antipsychotic drugs are not approved for the treatment of dementia-related psychosis. 
Furthermore, there is no approved drug for the treatment of dementia-related psychosis. 
Healthcare professionals should consider other management options.

Accordingly, using antipsychotic drugs without consent to treat residents with dementia presents 
(1) an imminent danger that death or serious harm to the residents would result, or (2) substantial 
probability that death or serious physical harm to the residents would result. The facility shall be 
issued a class “A” citation for such a violation unless the use of the antipsychotic drug has led to 
the resident’s death, in which case a class “AA” citation shall be issued.


