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TITLE 17.  PUBLIC HEALTH

DIVISION 1.  STATE DEPARTMENT OF HEALTH SERVICES
CHAPTER 4.  PREVENTIVE MEDICAL SERVICE

SUBCHAPTER 9.  TESTING FOR HERITABLE DISORDERS

GROUP 1.  LICENSING OF GENETIC COUNSELORS

INITIAL STATEMENT OF REASONS

SPECIFIC PURPOSE OF THESE REGULATIONS 

The mission of the Genetic Disease Screening Program (GDSP) of the California Department of Public Health (the Department) is "to serve the people of California by reducing the emotional and financial burden of disability and death caused by genetic and congenital disorders."  GDSP screens newborns and pregnant women for genetic and congenital disorders in a high-quality, cost-effective manner.  The screening programs provide testing, follow-up, and early diagnosis of disorders to prevent adverse outcomes or minimize the clinical effects.   Health and Safety Code Sections 124977 and 124996 require that GDSP activities be “fully supported from fees collected.”  
Section 124980 of the Health and Safety Code requires the Director of the Department “to establish any regulations and standards for hereditary disorder programs as the director deems necessary to promote and protect the public health and safety.”  This section was amended (Senate Bill 1364, Johnston, Chapter 941, Statutes of 2000) to include the standards for the issuance of licenses for “master level genetic counselors and doctoral level geneticists.”   GDSP is responsible for administering this new genetic counselor licensure program.  This emergency regulatory action, pursuant to Health and Safety Code Section 124977(d)(1), amends Title 17, California Code of Regulations, Division 1, Chapter 4, Subchapter 9 by adding a new Group 1 – Licensing of Genetic Counselors.  
Senate Bill 1364 also added Section 124981 to the Health and Safety Code that details some of the specific requirements for this licensure, as follows: 
· Limiting the use of the title of genetic counselor to persons licensed by the Department. 

· Minimum qualifications for applicants for a genetic counselor license, including education and examination requirements. 

· The period of license validity if not revoked or suspended (three years), and provision for license renewal. 

· Minimum qualifications for license renewal. 

· Maximum license fees for an original license and license renewal ($200).

Assembly Bill 2300 (Emmerson, Chapter 550, Statutes of 2010) amended Section 124981 and added Section 124982 to the Health and Safety Code relating to genetic counselors.  Section 124981 was amended to:

· Allow the Department, prior to finalizing regulations, to license genetic counselor applicants meeting specified requirements.  Genetic counselors receiving licenses would subsequently be subject to the regulations. 

· Allow the Department to revoke the license of a genetic counselor if the counselor loses his or her certification granted by the American Board of Genetic Counseling (ABGC) or is placed on probationary status by the ABGC, or is convicted of a felony charge that is substantially related to the qualifications, functions, or duties of a genetic counselor.  
· Specify that the amendments would become operative on July 1, 2011, but remain in effect only until January 1, 2014, unless a later enacted statute deletes or extends that date.
Section 124982 requires the Department to issue a temporary genetic counselor license to a person to practice as a licensed genetic counselor who meets the requirements for licensure set forth in subdivision (b) of Section 124981, but has not yet passed the required certification examination, if:
· The person has applied for the first available certification examination offered.  The Department may require documentation of acceptance for the examination; or
· The person plans to apply to sit for the examination in the year following the year of the first available examination.  Documentation showing registration for the examination, and showing that the applicant took the examination, is required to be submitted to the Department when received by the applicant.

Section 124982 also specifies that a fee of $200 is payable for a temporary genetic counselor license, which is valid for 24 months and shall not be extended or renewed.  The section also specifies that temporary genetic counselor licenses expire upon the issuance of a license pursuant to Section 124981; thirty days after notification of the Department that an applicant has failed the certification examination; or on the expiration date on the temporary license, whichever occurs first.  Persons holding a temporary genetic counselor license are required to work under the supervision of a licensed genetic counselor or a licensed physician and surgeon.  The Department may revoke the temporary license of a genetic counselor if the person is convicted of a felony charge that is substantially related to the qualifications, functions, or duties of a genetic counselor.  This section also became operative on July 1, 2011.

Health and Safety Code Sections 124981 and 124982 define certain requirements for licensing of genetic counselors.  There is a need to implement, interpret, and make specific these requirements for the Department’s issuance and administration of temporary genetic counselor licenses, genetic counselor licenses, and for genetic counselor license renewal.  Regulations are also required to provide to the public and the potential applicants for licensure specifics on how the law will be administered by the Department.
The rapid expansion of genetic information and complexity of genetic testing necessitate the protection of the public from unqualified individuals who designate themselves as “genetic counselors”.  It is in the public’s interest to have those individuals providing genetic counseling services meet minimum professional standards of education and experience.  Departmental licensure of genetic counselors is a necessary means of assuring that persons with the expertise and training to deal with the sensitive and scientific areas of genetics perform genetic counseling.  These regulations are the most reasonable and least burdensome way to protect the public from unqualified professionals receiving a genetic counselor license or temporary genetic counselor license.  These regulations do not duplicate or overlap any other state or federal statute or regulations.  The terminology and definitions used in these requirements are understood and accepted by those directly affected by them.

TECHNICAL, THEORETICAL AND/OR EMPIRICAL STUDY, REPORTS OR DOCUMENTS

The Department is relying on the entire contents of the Report to the California Legislature on Licensing Genetic Personnel (January 1, 2000) as rationale for these regulations.  This report was mandated by Senate Bill 1800 (Johnston, Chapter 897, Statutes of 1998), and the Department was required to consult with medical professional organizations in developing recommendations.  An advisory committee was formed and several meetings were convened in 1999.  The report includes recommendations for licensing genetic counselors after this consultation with a group of medical experts representing such professional organizations as:  California Medical Board; California Medical Association; National Society of Genetic Counselors (NSGC); ABGC; American Academy of Pediatrics; American College of Obstetricians and Gynecologists (ACOG); Stanford University Program on Genomics, Ethics and Society; Alliance of Genetic Support Groups; genetic industry (DNA and cytogenetic laboratories); the California Genetic Counseling Programs (UC Irvine, UC Berkeley, and CSU Northridge); and the American Nurses Association.  This report was used to create the original Senate Bill 1364.
The Department also relied upon the NSGC’s Definition Task Force Report (2006) for the definition of genetic counseling and the requirements of the NSGC for continuing education unit approval for the Department’s renewal of a genetic counselor license.  

REASONABLE ALTERNATIVES TO THE REGULATION AND THE AGENCY’S REASONS FOR REJECTING THOSE ALTERNATIVES

Health and Safety Code, Section 124980, requires the Department to issue licenses.  The Department could find no other nationally accepted process for examining and accrediting genetic counselors that satisfies the requirements of the statute and would be less burdensome and equally effective.  There are no alternatives to protect the public from using the title “genetic counselor” by unqualified persons.  Substandard genetic counseling by persons who do not have or have not maintained current genetic knowledge could lead individuals to make critical decisions based on genetic misinformation.  The general public understands licensure as a formal approval process with definite criteria.  A standard of quality assurance is implied by issuance of a license or a temporary license.  All administrative and maintenance costs of this program will be entirely covered by the licensing fees.  In order to make certain the licensing fees cover the administrative cost, an account in the Genetic Disease Testing Fund will be set up.  There is no cost to the State with this accounting practice.  No alternative regulation would be more cost effective.

REASONABLE ALTERNATIVES TO THE PROPOSED REGULATORY ACTION THAT WOULD LESSEN ANY ADVERSE IMPACT ON SMALL BUSINESS

No reasonable alternatives considered by the Department or that otherwise have been identified and brought to the attention of the Department would be more effective in carrying out the purposes for which the regulations are being made or would be as effective as and less burdensome to affected private persons or small businesses than the action taken.  

EVIDENCE SUPPORTING FINDING OF NO SIGNIFICANT STATEWIDE ADVERSE ECONOMIC IMPACT DIRECTLY AFFECTING BUSINESS 
The requirements that genetic counselors be licensed and renew this license every three years may have a small impact on businesses, due to the minimal fee for the license in cases where the business bears this cost.  The requirements that genetic counselors with active candidate status be issued a temporary genetic counselor license may also have a small impact on businesses, due to the minimal fee for the license.  However, the Department has determined that the license fee would be insignificant for any business entity.  The cost of licensure will mainly be borne by the individual applicants.  No reports or other written submission of information are required of businesses by these regulations.  The operation of a business with substandard provision of potentially dangerous genetic counseling services is not in the public’s interest.
Group 1.  LICENSING OF GENETIC COUNSELORS

This is a new Group under Subchapter 9, of Chapter 4, of Division 1, of Title 17 - Public Health, California Code of Regulations.  This new Group is necessary to define the requirements for licensing of genetic counselors and issuing temporary genetic counselor licenses.  
Article 1.  Definitions.
Sections 6300.1, 6300.3, 6300.5, 6300.7, 6300.9, 6300.11, 6300.13, 6300.15, 6300.17, 6300.19, 6300.21, 6300.23.
THE REGULATION

The regulation defines the terms used throughout the regulations.

PROBLEM

The problem the Department intends to address is that many of the terms used are not commonly used words or phrases, and include terms familiar only to the genetic counseling community.  

NECESSITY
The definitions are necessary in order to provide for uniform interpretation of terms used in the text of the regulations.


BENEFIT

The benefit in defining the terms is to increase openness and transparency in business and government.

Article 2.  Genetic Counselor License Requirements.
Section 6301.1.  Genetic Counselor License Requirements. 
THE REGULATION

The regulation specifies the requirements for a genetic counselor license:  

     (a) To obtain a genetic counselor license, an applicant shall submit:  
     (1) A completed application form, CDPH 4486 (03/12), and completed license payment form, CDPH 4487 (03/12), both incorporated by reference; and either
     (A) A copy of current certification as a genetic counselor by the ABGC if certified in 1993 or thereafter or by the American Board of Medical Genetics (ABMG) if certified prior to 1993; or

     (B) A copy of current certification as a Doctor of Philosophy (Ph.D.) medical geneticist by the ABMG; and
     (2) A copy of the completed Request for Live Scan Service form for background clearance through the Department of Justice; and   
     (3) License fee payment of $200.00.
     (b) A temporary genetic counselor licensee applying for a genetic counselor license shall provide the Department the documentation required in subsection (a) above, with the exception of the completed Request for Live Scan Service form, and a license fee payment of $100.00.
     (c) Any license issued under this Section shall be valid for a three-year period unless at any time during that period it is revoked.
     (d) An application submitted under this Section is considered complete when all documents, information, and fees required to be submitted on or with the application are received by the Department.

     (e) Should the applicant receive notification that the application is not complete, the applicant shall submit the information and/or documents specified in the notification within 30 calendar days of the date of notification, or the application will be denied.

     (f) There shall be a $30.00 fee for replacement of a genetic counselor license with completed license payment form CDPH 4487 (03/12), incorporated by reference.
PROBLEM

Health and Safety Code Section 124981 is a statutory provision that requires regulation to make specific the certification requirements and determine fees for genetic counselor licensure.  Licensure standards are required to ensure the health and safety of the public is protected and genetic counseling services are provided by qualified individuals.   
NECESSITY

The general public understands licensure as a formal approval process with definite criteria.  This regulation provides a standardized objective process to determine if an applicant meets the requirements of the statute.  It requires national certification as a genetic counselor, by either the ABMG that administered the certification program until 1993, or the ABGC, which has administered and maintained the national certification program for genetic counselors since 1993.  In order to sit for the ABGC examination, the person must have at least a master’s level degree in genetic counseling from an accredited genetic counseling training program and several months of supervised clinical experience in a genetics clinic.  Because one of the national Boards is receiving and verifying this documentation, the Department only needs to have documentation of Board certification from the ABGC or the ABMG.  If the applicant is a doctoral level medical geneticist, they must show documentation of national certification as a Ph.D. medical geneticist by the ABMG.

The passage of the ABGC national certification examination for genetic counselors or the ABMG national certification examination for medical geneticists establishes that the applicant has the ability to be aware of and be able to communicate to clients the medical facts, the probable course of the disorders, and the available management of the disorder.  This training prepares genetic counselors to assist clients in dealing with the psychological ramifications that may accompany the occurrence and/or risk of occurrence of a genetic disorder in a family.

The regulation is necessary because the statute specifies a three-year period for the term of a license, which will be from the date of issue by the Department.  Licenses will be issued and renewed for a period of three years unless the license is revoked in accordance with Article 3 of these regulations.  A time limitation is necessary to ensure that the applicant completes the required continuing education units every three years as described in Article 2, Section 6301.7 of these regulations and thus keeps current with advances and discoveries relevant to genetic counseling and medical genetics.  Renewal every year would be excessively burdensome and unnecessary to protect the public.  The rate of development of new knowledge in the genetic counseling and medical genetics field is such that renewal every three years would enable the public to be assured that genetic counselors keep abreast of current genetic advances and discoveries.  A standard of quality assurance is implied by a license that must be renewed every three years.  Extending the license period would run the risk that the applicant’s knowledge could be outdated and substandard.

For genetic counselors certified by the ABMG, or by the ABGC before 1996, this Board certification is valid for life.  Genetic counselors certified by the ABGC, or having their Board certification renewed by the ABGC, between 1996 and 2009, are required to renew their Board certification every ten years.  Genetic counselors certified by the ABGC, or having their Board certification renewed by the ABGC, in 2010 or later, are required to renew their Board certification every five years.  Ph.D. medical geneticists must meet requirements to maintain their ABMG certification every ten years.  The regulation will require all genetic counselor licensees, irrespective of requirements for the renewal of their Board certification, to apply to the Department for renewal of their genetic counselor license every three years.

This regulation adopts an application form, CDPH 4486 (03/12), incorporated by reference, that documents that the applicant meets the requirements of the statute.  Because there needs to be a formal process of informing the regulated public of the completeness of license applications, the Department is establishing a formal system of written communication.  The written notification creates a documented process that assists with communication between the applicant and the Department, and prevents the miscommunication that can occur with a telephone communication process.  The regulation requires applicants to respond to the Department’s request to submit specific information, documentation, or fees within 30 calendar days of written notification.  A time period of less than 30 calendar days may not provide the applicant sufficient time to request the necessary document from the issuing agency.  A period of time greater than 30 days would unnecessarily extend the application process.  The regulation informs applicants of the consequences of failing to provide required information (the application is considered denied and the applicant will have to submit a new application).

The public is expecting the Department to provide reasonable assurance that genetic counseling services are provided by a qualified person who has submitted all the appropriate documentation for licensure.  Applicants are requested to complete the following information on the application form, CDPH 4486 (03/12), adopted by this regulation and incorporated by reference:

Applicant Information:

Name/s, Date of Birth, Email and Mailing Addresses, Driver’s License Details, Phone Contact Details and Social Security Numbers are requested for purposes of identifying applicants and having complete contact details on record for requesting follow-up information and issuing licenses.  Gender is recorded for tracking purposes.  Applicants are asked their citizenship status, with follow-up required for non-citizens, to verify their eligibility for employment in the United States.  A photo is required as an additional means of verifying identity.
License Application Type:
Applicants are asked to specify the type of license applied for (genetic counselor license, temporary genetic counselor license, or renewal of genetic counselor license), and additional information is required for each application type.  For a genetic counselor license, applicants are required to state which national Board has certified them (ABGC or ABMG), indicate the year they were certified, and submit a copy of the required certification.  
This section of the form assists applicants in identifying required information and documentation; provides a quick reference for fees due and required attachments for licensure administrators; and allows data on applicant types to be easily collected and monitored.

Education:
Applicants for genetic counselor licenses and temporary genetic counselor licenses are required to complete details of their ABMG, ABGC, or ABGC-approved/equivalent organization accredited degree program, to ensure compliance with the educational requirements of Health and Safety Code Section 124981(b)(1).
Employment Information (Required for Temporary Applicants Only):
Applicants for a temporary genetic counselor license are requested to provide details of their employer, supervisor and supervisor’s position (either an MD or Licensed Genetic Counselor).  This is to ensure that applicants meet the requirements of Health and Safety Code Section 124982(d) (that a person holding a temporary genetic counselor license work under the supervision of a licensed genetic counselor or a licensed physician and surgeon).  Applicants not currently meeting these employment requirements may be issued a temporary genetic counselor license but must provide details of employment and supervision to the Department when they begin working as a genetic counselor.
License History:
All applicants are asked to provide details of any prior applications for a genetic counselor or temporary genetic counselor license in California, and the issuance of any such licenses by other states or jurisdictions.  This will assist in the Department’s monitoring and enforcement of Section 6303.1, which includes as reasons for denial and revocation of licensure a denial of a genetic counselor license or temporary genetic counselor license, permission to practice genetic counseling, or permission to take a genetic counselor license examination in any state, territory, country, or U.S. federal jurisdiction (subsection [g]); or if the person has been asked to surrender a license to practice genetic counseling in this or any other state (subsection [j]).
Applicants are also asked to provide details of other professional licenses held in any jurisdiction, and of any associated revocation, disciplinary actions, pending matters or dropped or expunged charges.  Copies of all official documentation and a written explanation are requested in order to make a determination on the applicant’s suitability to be licensed to offer genetic counseling services to the people of California.

Background:
This section is also designed to supplement the license history in determining whether an applicant is a suitable candidate to be issued with a license.  This is essential to best protect the public’s interest in having those individuals providing genetic counseling services meet minimum professional and ethical standards.  Applicants are asked if they have any history of disciplinary action by the ABGC or the ABMG; have any history of unprofessional conduct charges or findings; have made any false statements or omitted facts on an application that would have led to license denial; have used the title genetic counselor without obtaining a license after receiving a warning letter to desist; have deliberately breached confidentiality of patient information, or confidentiality subject to Section 124980 of the Health and Safety Code; have been denied a genetic counselor license or temporary genetic counselor license, permission to practice genetic counseling, or permission to take a genetic counselor license examination in any state, territory, country, or U.S. federal jurisdiction; or have been asked to surrender their license.  Applicants are also asked if they have been convicted of a felony charge substantially related to the qualifications, functions, and duties of a genetic counselor, and have any pending criminal actions.

Applicant Declaration/Signature:
Applicants are required to certify, with signature and date, under penalty of perjury to the truth and accuracy of the information provided; that they personally completed the application; read and understood all instructions; and understand that falsification or misrepresentation may lead to license denial or revocation.  This provides additional verification that the information provided to the Department is true and accurate.
Privacy Details and Rights:
Applicants are provided details of mandatory disclosure of social security numbers; notice of information practices privacy notification; uses and disclosure of information; individual rights; complaints; and the Department’s legal duty.  This meets legal requirements to inform applicants of the Department’s use and protection of personal data and applicant rights.
In order to run the licensure program mandated by Health and Safety Code, Sections 124980, 124981, and 124982, the Department will need to charge an initial fee to cover the costs of administering and maintaining the program.  The fee structure is based on minimal resources required to ensure meaningful enforcement.  A fee is also being established for replacing licenses that are lost, stolen, or damaged in a natural disaster.  This fee will pay for the cost of processing the request, reprinting the license, and mailing it.  Since GDSP will be running the licensure program in terms of personnel time and resources, the fees are collected and deposited into the Genetic Disease Testing Fund.  This regulation also adopts a payment form, CDPH 4487 (03/12), incorporated by reference, with applicant details required to accompany payment.
The regulation is the best standard because the fees do not overburden the regulated public; however, it establishes a fee that pays for the costs to monitor the program and materials used to issue licenses.    

The Department confirms the issue of a genetic counselor license or temporary genetic counselor license to an applicant in writing, and provides a certificate license, and a card license.  Either the certificate license or the card license is sufficient to verify that a genetic counselor has been licensed by the Department.  An online database will be maintained as means to verify the validity and currency of genetic counselor licenses and temporary genetic counselor licenses.
BENEFITS

It is in the interest of the public’s health and safety to have individuals providing genetic counseling services meet minimum professional standards of education.  Departmental licensure of genetic counselors is a necessary means of assuring that genetic counseling is performed by persons who have the initial expertise and training to keep up with the rapidly expanding knowledge base inherent in the field of genetics.  A standard of quality assurance is implied by a license.

Section 6301.3.  Temporary Genetic Counselor License Requirements.

THE REGULATION

The regulation specifies the requirements for a temporary genetic counselor license:

     (a) To obtain a temporary genetic counselor license, an applicant shall submit:  
     (1) A completed application form, CDPH 4486 (03/12), and completed license payment form, CDPH 4487 (03/12), both incorporated by reference; and 
     (2) A copy of the completed Request for Live Scan Service form for background clearance through the Department of Justice; and  

     (3) License fee payment of $200.00; and either

     (A) Documentation from the ABGC that the applicant has active candidate status and has been accepted to take the first available ABGC certification examination; or
     (B) Documentation verifying that the applicant:
     1. Has successfully completed a master’s degree from a genetic counselor training program accredited by the ABGC or an ABGC-approved/equivalent organization.  Successful completion may be verified by a copy of a master’s diploma, official transcripts, or a letter from the program director or appropriate administrator designated by the degree granting institution; and 
     2. Attests that they will apply to the ABGC for active candidate status for the first available examination, or for the examination in the year following the year of the first available examination.

     (b) If the temporary genetic counselor license applicant or temporary genetic counselor licensee was not an active candidate at the time of application for licensure, he or she must submit documentation from the ABGC that the applicant or licensee has been granted active candidate status.  The applicant or licensee must submit the documentation to the Department within thirty days of receiving such documentation. 

     (c) Temporary genetic counselor license applicants and temporary genetic counselor licensees must submit certification examination documentation from the ABGC to the Department within thirty days of receiving such documentation.  This includes:

     (1) Documentation showing the examination was completed; and

     (2) Documentation of examination results.
     (d) Any license issued under this Section shall be valid for a two-year period from the date of issue by the Department, unless at any time during that period it is revoked, and it shall not be extended or renewed.
     (e) An application submitted under this Section is considered complete when all documents, information, and fees required to be submitted on or with the application are received by the Department.

     (f) Should the applicant receive notification that the application is not complete, the applicant shall submit the information and/or documents specified in the notification within 30 calendar days of the date of notification or the application will be denied.

     (g) There shall be a $30.00 fee for replacement of a temporary genetic counselor license with completed license payment form CDPH 4487 (03/12), incorporated by reference.
PROBLEM

Health and Safety Code Section 124982 is a statutory provision that requires regulation to make specific the certification requirements for temporary genetic counselor licensure.  Licensure standards are required to ensure the health and safety of the public is protected and genetic counseling services are provided by qualified individuals.   

NECESSITY

The regulation is needed because the statute requires the Department to issue temporary genetic counselor licenses.  A temporary genetic counselor license is only issued to applicants that meet the requirements in Article 2, Section 6301.3, as a genetic counselor and can provide genetic counseling services.  
There is a shortage of genetic counselors providing genetic counseling services.  It would not be in the public’s interest to deny the recent graduates of genetic counseling training programs a temporary genetic counselor license and potential employment for up to two years because they have not had an opportunity to take the national certification examination.  Because a temporary genetic counselor license can be issued for up to two years, an individual trained as a genetic counselor can provide genetic counseling services and use the title of “genetic counselor”.  
This regulation provides a standardized objective process and application form, CDPH 4486 (03/12), incorporated by reference, that documents that the applicant meets the necessary requirements.  The required fee must be paid as specified in Article 2, Section 6301.3 (3) of the Subchapter.  The regulation requires the applicant to have at least a master’s degree in genetic counseling from a genetic counseling program accredited by the ABGC or an ABGC-approved/equivalent organization, and be designated as an active candidate by the ABGC or provide a statement of intent to apply for active candidacy for the national certification examination.  While the ABGC currently accredits genetic counseling training programs, the National Commission for Certifying Agencies requires a separation of certification services and graduate training program accreditation services.  This will necessitate the creation of a new organization, equivalent to the ABGC, to provide accreditation of the genetic counseling training programs in the future.  The genetic counseling training prepares genetic counselors to assist clients in dealing with the psychological ramifications that may accompany the occurrence and/or risk of occurrence of a genetic disorder in a family.  The genetic counseling training establishes that the applicant has the ability to be aware of and be able to communicate to the clients the medical facts, the probable course of the disorder, and the available management of genetic disease.  
For a temporary genetic counselor license, form CDPH 4486 (03/12), incorporated by reference, requires applicants indicating they are active candidates for ABGC certification to submit this documentation, while other applicants are required to submit verification of successful completion of a master’s degree from an accredited genetic counseling program and a letter of intent to apply for ABGC active candidate status, as required by Section 6301.3, and indicate the date of the upcoming exam.  Accredited genetic counseling programs have varying practices regarding issuing documentation verifying successful completion of course requirements and graduation.  The Department will therefore accept copies of a master’s diploma, official transcripts, or a letter from the program director or appropriate administrator designated by the degree granting institution as verification that education and clinical training requirements have been met.  To require only one form of verification may delay some genetic counseling graduates from being able to apply for temporary licensure and create barriers to employment.  

BENEFITS

It is in the interests of the public’s health and safety to have those individuals providing genetic counseling services meet minimum professional standards of education and experience.  Temporary genetic counselor licenses issued by the Department provide a means of assuring that genetic counseling is performed by persons with the expertise and training to deal with the sensitive and scientific areas of genetics.  The general public understands licensure as a formal approval process with definite criteria.  A standard of quality assurance is implied by a temporary license. 

Section 6301.5.  Requirements for Renewal of a Genetic Counselor License. 
THE REGULATION

The regulation specifies the requirements for renewal of a genetic counselor license:     

     (a) To renew a genetic counselor license, the applicant shall submit:
     (1) A completed application form, CDPH 4486 (03/12), and completed license payment form, CDPH 4487 (03/12), both incorporated by reference; and
     (2) Copies of continuing education units (CEUs) and/or other written documentation of participation in activities that meet the continuing education requirements as specified in Section 6301.7 of this Subchapter; and 
     (3) License fee payment of $100.00. 
     (b) An application submitted under this Section is considered complete when all documents, information, and fees required to be submitted are received by the Department.

     (c) Should the applicant receive notification that the application is not complete, the applicant shall submit the information and/or documents specified in the notification within 30 calendar days of the date of notification or the application will be denied.

     (d) Any license renewed under this Section shall be valid for a three-year period from the date of issue by the Department unless at any time during that period it is revoked. 
PROBLEM

Health and Safety Code Section 124981 is a statutory provision that requires regulation to make specific the continuing education requirements and determine fees for renewal of genetic counselor licensure.  Licensure standards are required to ensure the health and safety of the public is protected and genetic counseling services are provided by qualified individuals.   

NECESSITY

Departmental license renewal of genetic counselors every three years is a necessary means of assuring that genetic counseling is performed by persons who have the initial expertise and training and keep up with the rapidly expanding knowledge base inherent in the field of genetics.  A standard of quality assurance is implied by a renewable license.

The Department is using the national standard that was established by the NSGC for CEUs.  The NSGC is the only national organization approving continuing education for the genetic counseling profession and the NSGC has established two categories for educational programs.  The NSGC approves the Category 1 and Category 2 CEUs for renewal of Board certification.  All of these approved CEUs can also be used for genetic counselor license renewal.  Therefore, an unnecessary burden will not be put upon genetic counselors in California.  By submitting proof of the completion of NSGC approved contact hours of continuing education as specified in Article 2, Section 6301.7 of this Subchapter to the Department, the completion of the genetic counselor license renewal requirement is validated.  The contact hours of continuing education, pre-approved by the NSGC, are necessary for genetic counselors to keep abreast of developments in this rapidly expanding field of genetics in medicine.  The continuing education requirements provide the genetic counselor with knowledge of recent discoveries in this rapidly expanding field, aiding them to continue to have the ability to be aware of and be able to communicate to the clients the medical facts, the probable course of the disorders, and the available management.  This knowledge also helps genetic counselors assist clients in dealing with the psychological ramifications that may accompany the occurrence and/or risk of occurrence of a genetic disorder in a family. 

This regulation provides a standardized objective process and application form, CDPH 4486 (03/12), incorporated by reference, that documents that the applicant meets the requirements of the statute and updates necessary information.  The required license renewal fee must be paid.  The regulation requires that the genetic counselor submit copies of NSGC approved CEU certificates and/or other written documentation of participation in medical genetics continuing education activities dated within the three year license period prior to the license renewal application.  

For a license renewal, form CDPH 4486 (03/12) instructs applicants not to complete the education portion of the form which follows, but requires them to indicate if the ABGC or the ABMG has renewed their Board certification, and the date of renewal (or date renewal is due), to ensure compliance with Section 6301.5.  A copy of the certification renewal is required, together with evidence that the genetic counselor licensee has met the Department’s continuing education requirements for license renewal.  Applicants exempt from ABGC or ABMG requirements for renewal of Board certification must indicate the reason (ABGC certification prior to 1996 or ABMG certification as a genetic counselor prior to 1993).  The current genetic counselor license number is requested for administrative record-keeping purposes and cross-checking.

The regulation is necessary because the statute specifies a three-year period for the term of a license, which will be from the date of issue by the Department.  Licenses will be issued and renewed for periods of three years unless the license is revoked in accordance with Article 3 of these regulations.  A time limitation is necessary to ensure that the applicant completes the required CEUs every three years as described in Article 2, Section 6301.7 of these regulations and thus keeps current with advances and discoveries relevant to genetic counseling and medical genetics.  Renewal every year would be excessively burdensome and unnecessary to protect the public.  The rate of development of new knowledge in the genetic counseling and medical genetics field is such that renewal every three years will enable the public to be assured that genetic counselors keep abreast of current genetic advances and discoveries.  Extending the license period would run the risk that the applicant’s knowledge could be outdated and substandard.  

BENEFITS

It is in the interests of the public’s health and safety to have individuals providing genetic counseling services meet minimum professional standards of continuing education and expand their knowledge as the field grows.  The general public understands licensure as a formal approval process with definite criteria.  A standard of quality assurance is implied by a license that must be renewed every three years if continuing education requirements are met.  

Section 6301.7.  Continuing Education Requirements for Licensure.  

THE REGULATION

The regulation specifies the continuing education requirements for renewal of licensure:

     (a) In order to be eligible to renew a genetic counselor license, the licensee shall have completed 45 contact hours of continuing education within the three-year license period prior to application for renewal of the genetic counselor license, as follows:  

     (1) At least 30 contact hours of continuing education shall be from NSGC approved Category 1 CEU programs.  

     (2) The remaining contact hours of continuing education may be from either NSGC approved Category 1 or Category 2 CEU programs.

     (b) A “contact hour” means one 60 minute clock hour of interaction between learner and instructor or between learner and materials which have been prepared to bring about learning.  
PROBLEM

Health and Safety Code Section 124981 is a statutory provision that requires regulation to make specific the continuing education requirements for renewal of genetic counselor licensure.  Licensure standards are required to ensure the health and safety of the public is protected and genetic counseling services are provided by qualified individuals.   
NECESSITY

The regulation is intended to make specific Health and Safety Code, Section 124981(d).  This statute states that, “to qualify to renew the license, a license holder shall have completed 45 hours of continuing education units during the three-year license renewal period.  At least 30 hours of the continuing education units shall be in genetics.”  The regulation will require a person holding a license to have 45 contact hours of continuing education within the three-year period immediately prior to application for renewal.  At least 30 contact hours of continuing education shall be from NSGC certified Category 1 CEU programs.  The remaining contact hours of continuing education shall be from either Category 1 CEU or Category 2 CEU programs.  
Educational programs that receive NSGC approval to offer Category 1 CEUs are usually national meetings that address the body of knowledge and skills generally recognized and accepted by the profession as those that assist the genetic counselor in carrying out their professional responsibilities.  All organizations that propose to offer a Category 1 educational program to genetic counselors must submit an application regarding the details and objectives of its conference.  The NSGC has a committee that reviews these applications to measure whether the content of the educational program meets certain criteria prior to approval as a Category 1 CEU.  Criteria evaluated include:

· Systems to identify learners who meet requirements for satisfactory completion.

· Learning Environment and Support Systems.

· Planning and Instructional Personnel.
· Learning Outcomes (participant behavioral or performance objectives).

· Content and Instructional Methods. 
· Processes for Assessment of Learning Outcomes.
· Post-Program Evaluation.
The Department has determined that adopting the national standard of Category 1 CEUs as determined by the NSGC protects the public because the latest genetic information is presented at meetings offering Category 1 CEUs to genetic counselors. 

Educational programs that receive NSGC approval to offer Category 2 CEUs address a diverse array of subject matters such as medical, psychological, ethical, legal, or cultural issues relative to the practice of genetic counseling.  The expanding roles of genetic counselors require knowledge in these areas.  Genetic counselors must apply directly to the NSGC for Category 2 CEUs, which can be done in advance of the educational program or up to 90 days after the educational program.  The NSGC makes a distinction between Category 2 CEUs that are given to genetic counselors, and CEUs or continuing medical education credits that other health professionals may apply for.
This regulation is similar to the national standard for genetic counselor continuing education.  The regulation is the best standard because it ensures that genetic counselors will keep current with new scientific discoveries, clinical protocols, and available technologies.  This requirement is essential in the area of genetics where the field is developing rapidly.  A genetic counselor who does not keep up with the latest knowledge can be medically and psychologically harmful to patients by providing inaccurate or inappropriate information.

BENEFITS

It is in the interests of the public’s health and safety to have individuals providing genetic counseling services meet minimum professional standards of continuing education to maintain licensure and expand their knowledge as the field grows.  

Section 6301.9.  Restricted Use of Genetic Counselor Title.  

THE REGULATION

The regulation specifies that:

     Any person who does not have a valid genetic counselor license or valid temporary genetic counselor license may not use the title “genetic counselor,” “licensed genetic counselor,” “licensed certified genetic counselor,” “certified genetic counselor,” “gene counselor,” “genetic assistant,” “genetic associate,” or “genetic intern,” or in any other way hold himself or herself out to be a licensed genetic counselor, by indicating or implying that he or she has either met the qualifications for, or has been issued, a license or temporary license pursuant to this Subchapter.  
PROBLEM

Health and Safety Code Section 124981 is a statutory provision that requires regulation to make specific the title protection provisions of Section (a).  Title protection is required to ensure the health and safety of the public is protected and genetic counseling services are only provided by qualified individuals.   

NECESSITY

Health and Safety Code, Section 124980, requires the Department to issue licenses and Section 124981 provides title protection.  The Legislature adopted genetic counselor licensure laws because of the rapid expansion of genetic information and complexity of genetic testing that necessitates the protection of the public from unqualified individuals designating themselves as “genetic counselors”.  Substandard counseling by unqualified persons could lead individuals to make critical decisions based on genetic misinformation.   There are no alternatives to protect the public from the use of the term “genetic counselor” by persons who provide genetic counseling.  Certification by a national body, including the ABGC or the ABMG, or licensure from another state, is not sufficient to practice as a genetic counselor in California.
BENEFITS
Title protection will ensure the health and safety of the public is protected and genetic counseling services are only provided by qualified individuals.   

Article 3.  Denial and Revocation of Licensure.
Section 6303.1.  Reasons for Denial and Revocation of Licensure.   

THE REGULATION

The regulation outlines reasons for denial and revocation of licensure:

     A genetic counselor license or temporary genetic counselor license shall be revoked, and the application for an initial license or license renewal shall be denied, by the Department if the licensee or applicant:

     (a) Knowingly makes a false statement of fact or omits to state a fact on an application that would have resulted in the denial of a genetic counselor license or temporary genetic counselor license; or  
     (b) Has been denied or has forfeited certification from either the ABGC or the ABMG, as applicable; or   
     (c) Has been convicted of a felony charge substantially related to the qualifications, functions, or duties of a genetic counselor.  A verdict of guilty or plea of guilty or nolo contendere to a felony charge shall be deemed a conviction for the purposes of this Section; or  
     (d) Is found to be non-compliant with child support judgments or orders pursuant to Family Code Section 17520.  If the applicant or licensee appears on a certified list as specified in subsection 17520(a)(3), but is otherwise eligible for an initial license or license renewal, he or she shall be issued a genetic counselor license or temporary genetic counselor license that is valid for only 150 days, in accordance with specifications of subsections 17520(e) and (f); or   
     (e) Appears on a certified list of tax delinquencies provided by the State Board of Equalization or the Franchise Tax Board as specified in Section 7063 or Section 19195 of the Revenue and Taxation Code.  If the applicant or licensee is otherwise eligible for an initial license or license renewal, he or she shall be issued a genetic counselor license or temporary genetic counselor license that is valid for only 90 days, in accordance with specifications of Section 494.5 of the Business and Professions Code; or
     (f) Has allegations of unprofessional conduct, including incompetence or gross negligence in performing genetic counseling services, upheld by the Department after implementing the process provided in Health and Safety Code Section 131071, that determines that the applicant or license holder has not adequately demonstrated that he or she has been rehabilitated and will present a threat to the health, safety, or welfare of patients; or  
     (g) Has been denied a genetic counselor license or temporary genetic counselor license, permission to practice genetic counseling, or permission to take a genetic counselor license examination in any state, territory, country, or U.S. federal jurisdiction; or  
     (h) Is a temporary genetic counselor licensee and has failed the ABGC certification examination, or fails to provide the required examination documentation specified in Section 6301.3 of this Subchapter; or

     (i) Is a genetic counselor licensee and loses his or her certification granted by the ABGC or the ABMG; or     

     (j) Has been asked to surrender a license to practice genetic counseling in this or any other state; or      
     (k) Engages in the continued use of the title ‘genetic counselor’ or other title implying genetic counselor licensure without obtaining such license by the Department, after receiving a warning by the Department to cease such use; or 
     (l) Commits a deliberate breach of confidentiality of patient information, or commits a breach of confidentiality subject to Section 124980 of the Health and Safety Code regarding the misuse of information; or  
     (m) Violates the terms of this Subchapter; or     
     (n) Fails to comply with the provisions of the Health and Safety Code, Sections 124980, 124981 and 124982. 
PROBLEM

Health and Safety Code Sections 124981 and 124982 are statutory provisions that require regulations to make specific the reasons for denial or revocation of genetic counselor licensure.  Licensure standards are required to ensure the health and safety of the public is protected. 

NECESSITY

The Department has adopted this regulation because with the issuance of a genetic counselor license or temporary genetic counselor license, there must be an enforcement process that occurs when the established qualification rules are violated.  The Department believes that falsification of information on an application may mean that the applicant is not deserving of public trust and therefore not qualified for the license.  The application may be denied if the falsification is detected and verified at the beginning of the process.  However, if the falsification is alleged during the license renewal process, then the license may be revoked.  

If the ABGC or the ABMG were to deny renewal of Board certification to an applicant or licensee, or the licensee has forfeited their certification by failing to renew their Board certification, the license may be revoked by the Department or an application for license renewal denied.  

The Department believes that its duty to protect the public would warrant denial or revocation of a license if an individual has been convicted of a felony related to the duties of a genetic counselor or conducts themselves unprofessionally, such as incompetence or gross negligence in performing genetic counseling services, and would present a threat to the health, safety or welfare of patients.  The Department has deemed the following felonies as substantially related to the qualifications, functions, and duties of a genetic counselor:  child abduction; extortion; fleeing state to avoid arrest; grand theft auto; incest; kidnapping; kidnapping/extortion; manslaughter; mayhem/torture; murder; and rape.
Any Department issuing a license in California must check that applicants are compliant with child support payments, as per Family Code 17520.  If the applicant is on a certified list, they can be issued a temporary license for up to 150 days until they are in compliance with the support judgment or order.  If after the issuance of a release, the applicant is noncompliant again, the Department will be notified and the license shall be revoked.  Licensing entities must also check if applicants and licensees appear on certified lists of tax delinquencies provided by the State Board of Equalization or the Franchise Tax Board, as specified in Section 7063 or Section 19195 of the Revenue and Taxation Code.  If the applicant or licensee is otherwise eligible for an initial license or license renewal, they can be issued a genetic counselor license or temporary genetic counselor license that is valid for only 90 days, in accordance with specifications of Section 494.5 of the Business and Professions Code.

The Department wants to protect the public from individuals who have been denied a license or permission to practice genetic counseling in another state, territory, country, or U.S. federal jurisdiction, or from individuals who have been asked to surrender a license to practice genetic counseling in this or another state, by making these applicants ineligible.

A temporary genetic counselor licensee who fails the ABGC certification examination, and any genetic counselor licensee losing his or her certification granted by the ABGC or the ABMG, would have their license revoked by the Department.     
The Department wants to protect the public from individuals who advertise themselves as a genetic counselor but have not obtained such license by the Department.  In addition, a license may be revoked if the licensee commits a deliberate breach of confidentiality subject to Section 124980 of the Health and Safety Code by misusing information.  
BENEFIT

This regulation will provide a standardized, objective process for denying or revoking a license and protecting the health and welfare of Californians. 
Section 6303.3.  Process Following Notification of Licensure Denial or Revocation.
THE REGULATION

The regulation outlines the process following notification of licensure denial or revocation:

     (a) An applicant or licensee who is subject to denial or revocation of a genetic counselor license or temporary genetic counselor license pursuant to this Subchapter shall be entitled to an appeal in accordance with Health and Safety Code Section 131071.  
     (b) Upon receipt of notification of denial or revocation of licensure, the applicant or licensee shall have 15 calendar days from the date of the notice to request an appeal of the denial or revocation, or the Department’s action will become final.  The Department will make the final decision on the appeal.
     (c) When considering the denial or revocation of a license under this Subchapter, or a petition for reinstatement under section 11522 of the Government Code, the Department, in evaluating the rehabilitation of such person and his or her present eligibility for a license, will consider the following criteria: 

     (1) The nature and severity of the act(s) or crime(s) giving rise to the denial or revocation; 

     (2) Evidence of any act(s) committed subsequent to the act(s) or crime(s) giving rise to the denial or revocation; 

     (3) The time that has elapsed since commission of the act(s) or crime(s) giving rise to the denial or revocation; 

     (4) Whether the licensee has complied with any terms of probation, parole, restitution or any other sanctions lawfully imposed against such person; 

     (5) If applicable, evidence of expungement proceedings pursuant to Section 1203.4 of the Penal Code; 

     (6) Evidence, if any, concerning the degree to which a false statement relative to application for licensure may have been unintentional, inadvertent or immaterial; 

     (7) Efforts made by the applicant either to correct a false statement once made on an application or to conceal the truth concerning facts required to be disclosed; and
     (8) Evidence, if any, of rehabilitation submitted by the licensee. 

     (d) There shall be a license fee payment of $100.00 for reinstatement of a revoked license with completed license payment form CDPH 4487 (03/12), incorporated by reference.
PROBLEM

Health and Safety Code Sections 124981 and 124982 are statutory provisions that require regulations to make specific the reasons for denial or revocation of genetic counselor licensure, and provide a hearing process to applicants and licensees subject to this denial or revocation of licensure.

NECESSITY

The Department has adopted this regulation because as part of the process issuing licenses, the Department needs a mechanism to deny or revoke the license should the need arise.  As part of this system, the Department has to communicate with the applicant why such actions (denial or revocation) are occurring and make certain this communication is received by the applicant.  The notification to the applicant will be sent by certified mail with a return receipt, so that the Department can be certain that the applicant received the notification.  By specifying the deficiencies or failures to comply with the regulations, the applicant knows the specific information or violations that lead to the decision for the denial or revocation of the license.  Therefore, the applicant is informed that the decision to deny or revoke the license was based on objective criteria.  The applicant can review the notification and decide to send a request for an appeal of the Department’s decision.  An applicant or licensee who is subject to denial or revocation of a genetic counselor license or temporary genetic counselor license can request an appeal resulting in an adjudication hearing according to requirements of Health and Safety Code Section 131071 leading to a final decision by the Department.  The applicant has fifteen calendar days to appeal the denial or revocation of the license.  If the applicant does not appeal the decision within 15 calendar days from the date on the notice, the decision to deny or revoke the license will be final.  The Department will make the final decision on the appeal.  
In certain situations, such as where a temporary genetic counselor licensee fails the ABGC examination, but passes on a subsequent attempt, a license may be issued following a denial, or reinstated following a revocation.  If the situation underlying the denial or revocation is remedied, action on such applications shall be at the discretion of the Department.
BENEFIT

This regulation provides a standardized, objective process for a hearing process following the denial or revocation of a genetic counselor license and protects the public’s health and welfare. 

STATEMENTS OF DETERMINATIONS 

Alternatives Considered. 

In accordance with Government Code Section 11346.5(a)(13) the Department must determine that no reasonable alternative considered by the Department or that has otherwise been identified and brought to the attention of the Department would be more effective in carrying out the purpose for which the emergency action was taken, would be as effective and less burdensome to affected private persons than the emergency action, or would be more cost-effective to affected private persons and equally effective in implementing the statutory policy or other provision of law. 

The Department has made an initial determination that there are no acceptable alternatives to the regulations to protect the public interest, provide specific information and details on how licensure will be administered by the Department, and to meet the requirements of Health and Safety Code Sections 124977 and 124996 that licensure activities be fully supported from fees collected.  
Local Mandate Determination. 

The Department has determined that the regulations would not impose a mandate on local agencies or school districts, nor are there any costs for which reimbursement is required by part 7 (commencing with Section 17500) of Division 4 of the Government Code.

Economic Impact Determination. 
The Department has made an initial determination that the regulations would not have a significant statewide adverse economic impact directly affecting businesses, including the ability of California businesses to compete with businesses in other states.  

Results of Economic Impact Analysis.  

The Department has determined that the regulations would not significantly affect:

1.
The creation or elimination of jobs within the State of California. 

2.
The creation of new businesses or the elimination of existing businesses within the State of California. 

3.
The expansion of businesses currently doing business within the State of 
California. 

The Department has determined that the regulations would benefit the health and welfare of California residents as it is in the public’s interest to have individuals providing genetic counseling services meet minimum standards of education, training, and professional conduct.  

The Department has determined there are no discernible benefits to worker safety or the state’s environment.

Effect on Small Business.
The Department has determined that the regulations will have no impact on small businesses because no small businesses are required to comply with this regulation.  

Housing Costs Determination.  

The Department has determined that the proposed regulations will have no impact on housing costs.  

Reporting Requirement.   

The Department has determined that the proposed regulations will not require businesses to produce a report.  

ECONOMIC IMPACT ANALYSIS 

1. The creation or elimination of jobs within the State of California. 

The Department has determined that licensure of genetic counselors will not impact the number of genetic counselors employed in California.

2. The creation of new businesses or the elimination of existing businesses within the State of California. 

The Department has determined that licensure of genetic counselors will not impact numbers of businesses in California.

3. The expansion of businesses currently doing business within the State of California. 

The Department has determined that licensure of genetic counselors will not impact the expansion of businesses in California.

4. The benefits of the regulations to the health and welfare of California residents, worker safety or the state’s environment.

The Department has determined that the benefit of the regulations to the health and welfare of California residents is the protection of the public’s interest to have individuals providing genetic counseling services meet minimum standards of education and training.  There is a growing demand for genetic counseling services in California.  Departmental licensure of genetic counselors is a necessary means of assuring that genetic counseling is performed by persons who have the initial expertise and training to keep up with the rapidly expanding knowledge base inherent in the field of genetics.  Continuing education requirements for license renewal every three years will ensure that genetic counselors keep current with new scientific discoveries, clinical protocols, and available technologies. 


There are no discernible benefits to worker safety or the state’s environment.

DOCUMENTS RELIED UPON
The following documents were relied upon in developing these regulations:

· California Department of Health Services (2000).  Report to the California Legislature on “Licensing Genetic Personnel.”*

· National Society of Genetic Counselors, Inc.  Continuing Education Unit (CEU) Guidelines and Information. 

· Resta, R., Biesecker, B. B., Bennett, R. L., Blum, S., Hahn, S.E., Strecker, M. N., and Williams, J. L. (2006).  A New Definition of Genetic Counseling: National Society of Genetic Counselors’ Task Force Report.  Journal of Genetic Counseling, Vol. 15, No. 2, 77-83.
Availability:

 

The National Society of Genetic Counselors’ Continuing Education Unit (CEU) Guidelines and Information are available at:

http://www.nsgc.org/Portals/0/CEU_Guidelines.pdf
The Journal of Genetic Counseling article is available at:

http://www.springerlink.com/content/m575347574715276
Viewing and Copies:

*Upon request, the CDPH Office of Regulations will have these documents available for viewing during the public comment period(s).
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