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As with all national policies, local policy must be revised to implement these changes. 

Summary of Changes

1. Expands the definition of practitioners who may obtain informed consent.

Previously the only practitioners who were authorized to obtain informed consent were physicians, dentists, and other health care professionals who had been granted specific clinical privileges, as well as medical and dental residents.  The revised handbook broadens the definition of practitioners who can obtain informed consent to also include “other health care professionals whose scope of practice agreement or other formal delineation of job responsibility specifically permits them to obtain informed consent, and who are appropriately trained and authorized to perform the procedure or to provide the treatment for which consent is being obtained.” 

This means that health care professionals such as nurses and physicians assistants are now authorized to obtain informed consent for procedures and treatment provided that their scope of practice agreement specifically:
1. permits them to obtain informed consent, and
2. authorizes them to perform the treatment or procedure for which they are obtaining informed consent.  

The offices of Nursing Services (108) and Patient Care Services (11) are responsible for developing and maintaining national policy directives delineating scope of practice requirements for informed consent for these practitioners.  

To implement this change, medical service lines will need to revise their scope of practice agreements, as appropriate. Your credentialing and privileging officers will need to verify that scope of practice agreements have been revised and are accurate.  

The iMedConsent program will be changed to reflect these policy changes in the next software upgrade patch, which is scheduled for September. Until iMedConsent is upgraded, non-physician practitioners will not be able to complete consent forms on iMedConsent.  Non-physician practitioners may begin obtaining consent for procedures they perform as soon as their scope of practice agreements are revised to reflect authority. 

2. Clarifies that “general” or “blanket” consent is not allowed.

According to Federal law and regulation, VA does not recognize “general” or “blanket” consent for medical treatment.  Instead, separate informed consent is required for each treatment, procedure, therapeutic course of treatment for a particular problem or condition (e.g., inpatient or outpatient treatment for diabetes), or series of treatments (e.g., cycles of chemotherapy). This requirement has not changed.  However, since this requirement has generated a number of questions over the years, the revised policy further clarifies and emphasizes this point.  

This means that any facilities that are currently asking patients to sign general “consent for treatment” forms or similar forms should discontinue this practice immediately.  It is permissible for facilities to request that patients to sign a form indicating that they have received specific information and/or educational materials, but it is not permissible for facilities to request that patients sign a form indicating their consent or agreement to care or treatment.  
3. Specifically prohibits routine “gurney consent.”

The revised policy specifically states that patients must not, as part of routine practice of obtaining informed consent, be asked to sign consent forms “on the gurney” or after they have been sedated in preparation for a procedure unless there is an urgent clinical need.  

This means that facilities should examine their current practices and workflows to ensure that informed consent is not routinely obtained “on the gurney,” after sedation, or in other ways that might be seen to compromise the free and voluntary nature of the informed consent process.  To the extent possible, patients should be provided with the consent form well in advance of the treatment or procedure; given ample time and privacy to read and discuss the form; provided with communication aids such as reading glasses, hearing aids, or translators, as needed; made comfortable; and encouraged to ask questions.  

4. Extends the length of time that a consent form remains valid from 30 to 60 calendar days.  

This change will take effect as soon as local policy is revised.  Forms that are signed prior to the date of the local policy change are valid for 60 days, provided the consent form itself does not state otherwise.  Facilities should examine their local procedures and ensure that relevant clinical and administrative staff are informed of the change.  

5. Eliminates the requirement for a third party witness for signature consent.  

Previously, a witness was required for all signature consents.  The new policy eliminates the witness requirement except under two circumstances when a witness is still required:

1. When the patient or surrogate signs with an “X,” or cannot physically document consent, in which case two adult witnesses (not including the practitioner) are required to sign the form;

2. When consent is obtained by telephone and the conversation is not audio taped, in which case a second practitioner, or other VA employee, must witnesses the conversation and sign a report of contact or progress note that details the conversation. 

In the next software patch, iMedConsent will be revised to remove the witness signature blank.  Until then, practitioners may simply write “not applicable,” in the witness signature space.  

6. Eliminates the requirement for signature consent for home telehealth services.  

Previously, signature consent was required for home telehealth.  This requirement has been eliminated, except that signature consent is still required for any procedure or service delivered via telehealth that would usually require signature consent in a face-to-face encounter. For example, if the remote practitioner ordered pre-medication with narcotics and wound debridement to be performed by the on-site nurse, the patient would need to provide signature consent for the wound debridement procedure.

7. Establishes a new requirement for signature consent for forensic examination.  

A separate signature informed consent is for all forensic examinations, which include collection of information and materials for the purpose of gathering legal evidence (e.g., through history taking, physical examination, laboratory or diagnostic studies).  Informed consent to an examination for evidentiary collection needs to be obtained by a practitioner trained in conducting forensic evidentiary examinations.

8. Clarifies procedures for obtaining consent from source patients when an employee has experienced an occupational exposure.  

When an employee is inadvertently exposed to a patient’s bodily fluids, tissues, or excretions (e.g., blood, urine, sweat, saliva, pus, fecal matter) there may be transmission of infectious pathogens (e.g., HIV, Hepatitis C, Hepatitis B, MRSA), contaminants (e.g., radiated isotopes), toxins, or other agents.  When such an occupational exposure occurs, optimal treatment for the employee may depend upon the source patient’s medical condition(s).  Testing to determine the source patient’s medical condition(s) may only be performed with the source patient’s (or surrogate’s) explicit informed consent and that consent must be documented according to procedures as outlined in subparagraph 13.c of the informed consent policy.

Source patients have the right to refuse testing or procedures requested for the purposes of diagnosis or treatment of employees who have experienced an occupational exposure. 

Informed consent for source patient testing may only be obtained after the occupational exposure has occurred.  Consent may not be obtained prospectively, i.e., in case of a hypothetical or potential occupational exposure.  For example, prior to a surgical procedure, patients may not be asked to provide consent to undergo Hepatitis C testing that might be needed if a member of the surgical team experiences a needle-stick injury during the upcoming surgical procedure.

To prevent coercion or undue influence on the source patient, informed consent for testing of a source patient after an occupational exposure must be performed by an employee who does not have a personal relationship with the exposed employee (e.g., friend, family member, former spouse) and, whenever possible, by an employee who is not professionally related to the employee or the patient.  The exposed employee may never seek consent from the source patient.

9. Clarifies that specific oral consent and documentation is required for certain particularly sensitive tests. 

“Specific oral consent” means that the patient is asked and agrees to have a particular, named test performed.  It involves discussing with the patient the specific test that is being recommended, covering the risks and benefits of the test, obtaining consent from the patient to perform the test, and documenting the consent in a progress note in the patient’s electronic health record.  Specific oral consent is distinguished from the situation in which the practitioner obtains oral consent for a multi-part treatment or procedure without explicitly discussing each of its component elements: for example, a practitioner may obtain oral consent for a panel of routine blood tests without explicitly discussing that the panel includes tests for sodium, potassium, and chloride.  

The requirement that practitioners require specific oral consent for sensitive tests derives from the overarching requirement that practitioners provide “information that a patient, in similar circumstances, would reasonably want to know.”  Certain tests are particularly sensitive in that they may have consequences that patients might reasonably want to avoid, such as social stigma or mandatory reporting to a public health agency.  Therefore such tests must by definition be considered “information that a patient in similar circumstances would reasonably want to know.” 

Tests that require specific oral consent include, but are not limited to, tests to identify illicit drug use, alcohol intoxication, Human Immunodeficiency Virus (HIV), Hepatitis C, Hepatitis B, methicillin-resistant staphylococcus aureus (MRSA), sexually transmitted diseases, and inheritable genetic abnormalities.  

10. Eliminates the requirement for signature consent for HIV testing and replaces it with a requirement for specific oral consent. 

Facilities are encouraged to change their procedures to eliminate routine signature consent for HIV testing as soon as possible.  During the transition period, if your current informed consent policies and practices include obtaining signature consent for HIV testing, they are still compliant with national policy, which merely eliminates the requirement for signature consent for HIV testing but does not prohibit the use of signature consent. In fact, VA policy does not prohibit practitioners from obtaining signature consent for any treatment or procedure.  VA form 10-0121 remains valid and accessible through iMedConsent.  

11. Eliminates the requirement for pre-and post-test counseling for HIV testing.  

In lieu of pre-test counseling prior to HIV testing, there is a new requirement to provide specific information to the patient through written educational materials.  Materials that include this content are now available in the iMedConsent library and can be accessed and downloaded electronically.

12.
Clarifies signature informed consent for anesthesia. 

For treatments and procedures that require signature consent AND anesthesia, the patient’s (or surrogate’s) signature on a VA authorized consent form (iMedConsent form or the new paper form 10-0431a) is sufficient to document the signature consent for the treatment or procedure, and for the anesthesia.  Separate signature consent for the anesthesia plan is not required when a VA authorized consent form has been signed.  The anesthesia provider is expected to obtain oral consent for any specific clarifications of the anesthesia plan or changes to the anesthesia plan and document the patient’s oral consent in the electronic health record. 

When anesthesia practitioners plan to perform a primary anesthesia intervention that requires signature consent, like spinal nerve blocks, they must ensure the signature consent is obtained on a VA authorized consent form before proceeding.

13.
Clarifies that signature consent is generally not required for treatment with narcotics/opioids.
Per the policy, the patient’s signature consent must be obtained for treatments and procedures that:

1.  Can be reasonably expected to produce significant pain or discomfort to the patient; 

2.  Can be reasonably expected to produce pain or discomfort to the patient that is substantial enough to require sedation, anesthesia, or narcotic analgesia;

3.  Can be reasonably considered to have a significant risk of complication or morbidity; 

4.  Require injections of any substance into a joint space or body cavity (excluding the intravascular space); or 

5.  Are listed in Appendix A of the informed consent policy.

Signature consent is not required for narcotics/opioids except when they are used in a way that meets one of the criteria listed above (e.g., they are used in a way that can be reasonably considered to have a significant risk of complication or morbidity, or they require injection into a joint space or body cavity).  When narcotics/opioids are used as a part of another treatment or procedure that meets one or more of the criteria listed above, separate consent for the narcotics/opioids is not required.

14.
Replaces the old consent form (OF522) with two new forms (10-0431a and 10-0431b).

Per Handbook 1004.05, iMedConsent™ must be used to document patient consent for treatments or procedures that require signature consent unless one or more of the following conditions apply:

(1) The patient declines to sign using the electronic signature pad;

(2) There is a temporary system failure that prohibits proper use of the program;

(3) The patient (or surrogate) is giving consent over the telephone, or by fax; or

(4) The use of the equipment that supports the iMedConsentTM software program would introduce infection control issues (e.g., inability to adequately disinfect the signature pad used for a patient who is in isolation precautions).

Under these conditions, paper forms must be used to document informed consent.  

The new handbook requires that one of two forms be used to document informed consent: 10-0431a and 10-0431b.  These two forms replace the old form OF522, which is now obsolete and should be removed from use in your facility and destroyed.  Facilities should stock paper copies of the two new forms so they are available when needed.

These forms are available at http://vaww.va.gov/vaforms/ 

15.  Prohibits practitioners from threatening to deny a patient access to one treatment or procedure unless the patient consents to another treatment or procedure.

The new handbook further clarifies the previous requirement that a practitioner must not unduly pressure or coerce the patient into consenting to a particular treatment or procedure by specifying that the practitioner is prohibited from attempting to persuade a patient to consent to a particular treatment or procedure by denying, or threatening to deny, the patient access to another procedure or treatment.  However, in cases where in the medical judgment of the practitioner a particular treatment or procedure cannot be safely provided or performed without another treatment or procedure also being provided or performed, access to the first treatment or procedure may be made contingent on the patient’s consent to the second treatment or procedure.  

For example, since there are absolute contraindications to prescribing Accutane to pregnant patients, the clinician is obliged to ensure patients capable of becoming pregnant understand the risks to a fetus and that the patient is not pregnant before prescribing.  In this case, access to treatment with Accutane may be made contingent on the patient consenting to a pregnancy test. 

In contrast, when prescribing opioids for patients with chronic pain syndromes, there may be some situations where, in the judgment of the clinician, a toxicology screen is necessary to ensure safe prescribing of opioids, while in other situations a toxicology screen is not needed.  Given the range of safe prescribing practices it is not appropriate to make opiate prescribing contingent on toxicology screening as a matter of policy, but rather leave that determination to the practitioner’s clinical judgment and their medical assessment of the individual patient.  
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