[image: image1.png]W,
— x =

CHFS

Cabinet for Health and
Family Services




Consent to Participate in a Research Study

KEY INFORMATION For: 

FAMILY FIRST PREVENTION SERVICES ACT PROGRAM EVALUATION 

We are asking you to choose to volunteer for a research study about which services are the most helpful to families involved with Child Protective Services (CPS). We are asking you because your family has been identified as a family that could safely maintain a child in the home with the help of certain services. This page is to give you key information to help you decide if you want to participate in the evaluation. We have included detailed information after this page. You are free to ask the research team any questions you may have. If you have questions later, the contact information for the research office in charge of the study is below.   
what is the Research ABOUT AND HOW LONG WILL IT LAST?

It is required by the Family First Prevention Services Act of 2018 for Child Protective Services to look at whether the services you receive help you keep custody of your child. You are receiving a consent form because you are the parent or caregiver of a Family First Prevention Services Act child candidate. The information that is collected about you and your family during the process of serving you will be used for an evaluation study to help us understand how the services you get help you keep custody of your child. You do not need to do anything extra if you agree to participate. This evaluation will involve information collected during the course of your participation in services. Because this evaluation is interested in understanding some of the long-term benefits of receiving services, we are asking for several years’ worth of information. Only authorized users will be permitted to see your data, and it will only be used for the purposes of research and evaluation. THE USE OF YOUR DATA FOR THE PURPOSES OF THIS EVALUATION IS UNRELATED TO YOUR SPECIFIC CPS CASE, AND WILL NOT BE USED TO INFLUENCE A COURT’S DECISION ABOUT YOU, YOUR CHILDREN, OR YOUR PARENTAL RIGHTS. IT WILL ONLY BE USED FOR RESEARCH.     

What are KEY reasons you might choose to volunteer for this study? 

Your participation in this evaluation does not require you to do anything beyond what you will do to receive services as part of your Child Protective Services case. By giving your permission, you are helping the Kentucky Cabinet for Health and Family Services to understand how to help families with cases like yours. If you have Medicaid, this evaluation will involve studying how your family’s participation in prevention services affects your use of healthcare. This is because we want to know if the services you get help you and your child be healthy and well, and to help the state provide services in cost effective ways. We know that receiving services often benefits families in a lot of different ways, and would like to see in what ways your life improves because of your participation in the services you receive. If you choose to participate in this study, your information will be kept strictly confidential, stored in secure ways, and only viewed by the researchers who are conducting the evaluation. 

What are Key reasons you might choose NOT to volunteer for this study? 

Your privacy and confidentiality are very important, and will be respected. You may not wish to share your information. If this is the case, it will not stop you from receiving services or affect your Child Protective Services case in a bad way.   
DO YOU HAVE TO TAKE PART IN THE STUDY?

If you decide to take part in the study, it should be because you want to volunteer. You will not lose any services, benefits, or rights that you would normally have if you choose not to volunteer. You will not receive any additional benefits from your agreement to participate in the study.  
WHAT IF YOU HAVE QUESTIONS, SUGGESTIONS OR CONCERNS?

If you have questions, suggestions, or concerns regarding this study or you want to stop participating in the study, you may contact the Cabinet for Health and Family Services, Office of Health Data and Analytics. If you have any concerns or questions about your rights as a volunteer in this research, contact staff in the Cabinet for Health and Family Services (CHFS) Office of Health Data and Analytics at 502-564-7940. You may also contact the Office of Research Integrity between the business hours of 8am and 5pm EST, Monday-Friday at 502-564-5497 or toll free at 1-800-372-2973. 
42 CFR – Part 2 

CONFIDENTIALITY OF SUBSTANCE USE DISORDER PATIENT RECORDS

§ 2.1 Statutory authority for confidentiality of substance use disorder patient records.

Title 42, United States Code, Section 290dd-2(g) authorizes the Secretary to prescribe regulations. Such regulations may contain such definitions, and may provide for such safeguards and procedures, including procedures and criteria for the issuance and scope of orders, as in the judgment of the Secretary are necessary or proper to effectuate the purposes of this statute, to prevent circumvention or evasion thereof, or to facilitate compliance therewith.

§ 2.2 Purpose and effect.

(a) Purpose. Pursuant to 42 U.S.C. 290dd-2(g), the regulations in this part impose restrictions upon the disclosure and use of substance use disorder patient records which are maintained in connection with the performance of any part 2 program. The regulations in this part include the following subparts:

(1) Subpart B of this part: General Provisions, including definitions, applicability, and general restrictions;

(2) Subpart C of this part: Disclosures with Patient Consent, including disclosures which require patient consent and the consent form requirements;

(3) Subpart D of this part: Disclosures without Patient Consent, including disclosures which do not require patient consent or an authorizing court order; and

(4) Subpart E of this part: Court Orders Authorizing Disclosure and Use, including disclosures and uses of patient records which may be made with an authorizing court order and the procedures and criteria for the entry and scope of those orders.

(b) Effect.
(1) The regulations in this part prohibit the disclosure and use of patient records unless certain circumstances exist. If any circumstance exists under which disclosure is permitted, that circumstance acts to remove the prohibition on disclosure but it does not compel disclosure. Thus, the regulations do not require disclosure under any circumstances.

(2) The regulations in this part are not intended to direct the manner in which substantive functions such as research, treatment, and evaluation are carried out. They are intended to ensure that a patient receiving treatment for a substance use disorder in a part 2 program is not made more vulnerable by reason of the availability of their patient record than an individual with a substance use disorder who does not seek treatment.

(3) Because there is a criminal penalty for violating the regulations, they are to be construed strictly in favor of the potential violator in the same manner as a criminal statute (see M. Kraus & Brothers v. United States, 327 U.S. 614, 621-22, 66 S. Ct. 705, 707-08 (1946)).
§ 2.3 Criminal penalty for violation.

Under 42 U.S.C. 290dd-2(f), any person who violates any provision of this section or any regulation issued pursuant to this section shall be fined in accordance with Title 18 of the U.S. Code.

§ 2.4 Reports of violations.

(a) The report of any violation of the regulations in this part may be directed to the United States Attorney for the judicial district in which the violation occurs.

(b) The report of any violation of the regulations in this part by an opioid treatment program may be directed to the United States Attorney for the judicial district in which the violation occurs as well as to the Substance Abuse and Mental Health Services Administration (SAMHSA) office responsible for opioid treatment program oversight.

https://www.ecfr.gov/cgi-bin/text-idx?SID=ae6fb34147726292faee2b805dfe385f&mc=true&node=pt42.1.2&rgn=div5
	Term
	Definition

	HIPAA
	Health Insurance Portability & Accountability Act of 1996

	Health Information
	Health information means any information, whether oral or recorded in any form or medium, that:
(1) Is created or received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse; and
(2) Relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual.

	Health Care Provider
	Health care provider means a provider of services (as defined in section 1861 of the Act, 42 U.S.C. 1395x(u)), a provider of medical or health services (as defined in section 1861(s) of the Act, 42 U.S.C. 1395x(s)), and any other person or organization who furnishes, bills, or is paid for health care in the normal course of business.
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