SOP Template: Patient Consent and Authorization
Protocols

This SOP details the patient consent and authorization protocols, including obtaining informed consent, documenting
patient permissions, ensuring understanding of medical procedures, safeguarding patient rights, managing authorization
for treatment and data release, and complying with legal and ethical standards. The aim is to protect patient autonomy,
enhance communication, and maintain regulatory compliance throughout the healthcare process.

1. Purpose

To establish standardized protocols for obtaining and documenting patient consent and authorization, ensuring ethical,
legal, and regulatory compliance.

2. Scope

This SOP applies to all healthcare personnel involved in patient care, including clinical and administrative staff, within our
healthcare facility.

3. Definitions

¢ Informed Consent: The process by which a patient voluntarily confirms their willingness to undergo a particular
treatment or procedure, after being informed of all the relevant facts, risks, and alternatives.

¢ Authorization: Patient's written permission for the use or disclosure of their health information for specific
purposes, such as treatment, billing, or third-party release.

4. Responsibilities

¢ Healthcare Providers: Present information, answer patient questions, and obtain consent.
e Administrative Staff: Document permissions and maintain consent records.
e Compliance Officer: Ensure adherence to applicable laws and standards.

5. Procedures

1. Obtaining Informed Consent
o Clearly explain the nature, purpose, risks, benefits, and alternatives of the proposed procedure or treatment
using understandable language.
o Allow sufficient time for questions and discussion.
o Assess patient understanding and voluntary agreement.

2. Documenting Consent
o Utilize standardized consent forms tailored to the procedure.
o Secure patient's signature and date; for minors/incapacitated patients, obtain from legal guardian or
representative.
o Store consent forms in the patient's medical record.

3. Authorization for Data Release
o Obtain written authorization for sharing PHI (Protected Health Information) with third parties unless
otherwise permitted or required by law.
o Verify the requestor's identity and document consent for release.

4. Safeguarding Patient Rights
o Ensure all patients are informed of their rights, including the right to refuse treatment.
o Do not proceed without valid and voluntary consent.

5. Compliance

o Adhere to all applicable legal and regulatory requirements (e.g., HIPAA, GDPR).
o Participate in regular training on consent and privacy protocols.

6. Documentation & Record Keeping

¢ Maintain all consent and authorization forms in secure patient records for the period mandated by law and policy.



e Ensure forms are accessible for review, audit, or legal purposes as needed.

7. Review & Revision

¢ This SOP shall be reviewed annually and updated as required by changes in legislation or organizational policy.

8. Related Documents

e Patient Bill of Rights
e HIPAA Privacy Policy
e Standard Consent Forms (Adult, Minor, Data Release)

9. Appendix

Term Definition
PHI Protected Health Information
HIPAA Health Insurance Portability and Accountability Act

GDPR General Data Protection Regulation
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