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LICENSING COMMITTEE
MAY 11, 2016

SUBJECT: APPLICATIONS FOR CONTINUING MEDICAL EDUCATION
(CME) PROGRAM APPROVAL 6

ACTION: REVIEW APPLICATION FOR APPROVAL

RECOMMENDATION

Review and approve subject to the guideline criteria provided in section 1399.671 of
the California Code of Regulations.

ISSUE

A program organizer seeks continuing medical educational (“CME”) course approval
from the California Board of Podiatric Medicine (“BPM”).

DISCUSSION

Program organizers offering educational courses or programs lacking previous
approval for CME credit by the California or American Podiatric Medical Associations
or their affiliated organizations or approval of Category 1 credit of the American or
California Medical Associations or approval by the American and/or California
Osteopathic Associations and neither offered by a government agency or an
approved college/school of medicine may apply to BPM for CME course or program
approval.

Accordingly, pursuant to the professional and vocational regulations contained in Title
16, California Code of Regulations, Division 13.9, Sections 1399.670 and 1399.671,
BPM may extend approval to said educational courses or programs as qualified for
CME credits upon submission of appropriate documentation and other evidence as
needed to determine compliance with required criteria as set forth in the regulations
which include the following benchmarks:

1) A faculty appointment in a public university, state college or private
postsecondary education institution;

2) Clearly stated educational objectives that are realistically achievable within a
course framework;
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3) A delineated method of course instruction;
4) Maintenance of a record of attendance for all participants; and

5) Rationale and method for determining both the need for and content of the
course offering.

FINANCIAL IMPACT

Approval of this item will not have a financial impact on the Board of Podiatric
Medicine’s FY 16/17 Budget. Ultimately, submission of an application for approval of
a continuing medical education course or program generates fee revenue of one
hundred dollars ($100) in accordance with the authority provided under section
2499.5 of the California Business and Professions Code.

POLICY IMPLICATIONS

Review and approval is consistent with the Board’s regulatory authority as provided
by Title 16, California Code of Regulations, Division 13.9, Sections 1399.670 and
1399.671.

NEXT STEPS

With Committee approval, staff will issue the required documentation to the course
provider which appropriately reflects the decision of the Board.

ATTACHMENTS

A. 16 CCR §§ 1399.670 — 1399.671
B. Applications for Continuing Medical Education (CME) Program Approval

Prepared by: Kia-Maria Zamora, Licensing Unit Coordinator

Jason S| Campbell, A%
Exewsutive Officer
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ATTACHMENT A
Next

Home Table of Contents

§ 1399.671. Criteria for Approval of Courses.
16 CA ADC § 1399.671
BARCLAYS OFFICIAL CALIFORNIA CODE OF REGULATIONS

Barclays Official California Code of Regulations Currentness
Title 16. Professional and Vocational Regulations
Division 13.9. Board of Podiatric Medicine of the Medical Board of California
Article 3. Continuing Competence

16 CCR § 1399.671

§ 1399.671. Criteria for Approval of Courses.

(a) Only those individuals, organizations or institutions seeking approval by the board of continuing education courses or programs
under Section 1399.670, subdivision (f), shall apply for such approval on a form provided by the board. Those individuals,
organizations and institutions approved under Section 1399.670, subdivisions (a) through (e), need not apply to the board for
approval.

(b) Those individuals, organizations and institutions applying for approval of course or program offerings by the board under Section
1399.670, subdivision (f), shall submit such documents and other evidence as may be needed by the board to determine compliance
with the criteria set forth below, including, but not limited to, catalogues, course descriptions, curricula plans and bulletins.

(c) Those courses or programs referred to in Section 1399.670, subdivision (f), shall meet the following criteria in order to be
approved by the board on an hour-for-hour basis:

(1) Faculty -The course or program organizer(s) shall have a faculty appointment in a public university or state college or in a
private postsecondary educational institution authorized or approved pursuant to Section 94310 of the Education Code. The
appointment may be in disciplines other than medicine but directly related to the practice of podiatric medicine or medicine. The
curriculum vitae of all faculty members and all other organizers shall be kept on file.

(2) Rationale -The need for the course and how the need was determined shall be clearly stated and maintained on file.
(3) Course Content -The content of the course and how the need was determined shall be clearly stated and maintained on file.

(4) Educational Objectives -Each course or program shall clearly state educational objectives that can be realistically
accomplished within the framework of the course.

(5) Method of Instruction -Teaching methods for each course or program shall be described, e.g., lecture, seminar, audio-visual
simulation, etc.

(6) Attendance -Course organizers shall maintain a record of attendance of each participant.
Note: Authority cited: Section 2496, Business and Professions Code. Reference: Section 2496, Business and Professions Code.
HISTORY
1. Amendment of subsection (a) filed 8-4-83; effective thirtieth day thereafter (Register 83, No. 32).

2. Renumbering of former Section 1399.672 to Section 1399.671 and renumbering and amendment of former Section 1399.671 to
Section 1399.670 filed 3-8-84; effective thirtieth day thereafter (Register 84, No. 10).

3. Change without regulatory effect of subsections (a)-(c) (Register 87, No. 15).

4. Change without regulatory effect amending subsections (a)-(c) and Note filed 9-3-2015 pursuant to section 100, title 1, California
Code of Regulations (Register 2015, No. 36).

This database is current through 4/8/16 Register 2016, No. 15
16 CCR § 1399.671, 16 CA ADC § 1399 .671

END OF DOCUMENT © 2016 Thomson Reuters. No claim to original U.S. Government Works.
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ATTACHMENT B

'BOARD OF o=

PODIATRIC
MEDICINE

APPLICATION FOR CONTINUING ‘ S5 : A~ QB8 T
MEDICAL EDUCATION (CME) Date Cashiered: Z)4[he Cashier's Initials: ) —~
PROGRAM APPROVAL Date Approved: Date Denial:

Approved Initial:

Please print or type. lllegible applications will be returned.

Name of Program: K[W;-bq | /ﬁz}ﬁf I ,4’] Ib (/¢ H /0
Location(s) Given: /) N(J A “"/”5( Mo 0|/laJ Date: 1 /5//7/0/1,
Requested number of CME hours: ir

1. Program organizer with faculty appointment in a public university, state college or private post-secondary
educational institution approved under Section 94310 of the California Education Code. (Please attach a

curriculum vitae)." >
Name: A']L /14¢>< Title: | ree o
University/College: Ma /@,MJ /%/,4% ﬂ({o%v{// éﬁ//

Department: Clwvieny

Address: (f;l ‘gfu'mm M -0/2 IS gl T {,;41,@/]/
Pleupar el c4 GlD

Telephone: 9’/3/ f&l'[ W

Email:

I Faculty appointment may be in a discipline other than medicine but must be directly related to the practice of podiatric medicine.
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ATTACHMENT B

Clearly state the rationale for the program and how the need was determmed
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Has a need survey of the podiatric medical community been utilized? o)/ Zlg w; 70 OO

Yes X No (lara /6 Twrals

S

Course Content: Please prp(.ride a complete breakdown of topics with designated times to be given.
Supplemental attached documents should include but are not limited to catalogues, course descriptions,

curricula plans, bulletins and brochures. {(b/ Am,h\o

List the educational objectives of the program(s):
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0cae Ao Yolmiawr Tenalr

What is the method of instruction?
Lecture Workshop Audio-visual simulation )(
Other

Please explain:

Tife %v/k L( jg w’oou{z;’g 0F Oh/éw’e’ ﬁﬁ”’"’éfzj

@Mwmuy L) (fvis  6F Lmbnlf.
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ATTACHMENT B

7. Are you providing each participant a self-assessment evaluation?

Yes K No
8. Are you maintaining records of attendance on each participant?

Yes )( No
For how long? Q’ l/\,{ At [s

Application submitted by:

e /M”*”'L’”V-/ A”% Dhm Tite: Dyt fo—

Address: 45’} p/’m’\ﬂb/l ‘L\’>‘ O{‘[,\/L b\/k_\/
J
Telephone: 0//( gl \-/ MOD
Email: Micltnle Q‘jap/ﬁﬂlzc\)fe (eats 5-(?:\/]/ 7%

Signature: /@ Date: Z// ‘%5‘
/




Dear Board Of Podiatric Medicine:

Below is a description of the course content for the clinical trial fellowship training:

ATTACHMENT B;;

Each module is 1-2hours. Modules CRx19, CRx20, CRx21, CRx22, CRx23,CRx24, CRx26, CRx27, CRx28

have a self assessment quiz consisting of 30-50 questions each.

CRx19 - The History of Clinical Research

CRx20 - Participant Recruitment for Beginners

CRx21 - Advanced Participant Recruitment

CRx22 - Clinical Research Site Study Close Out

CRx23 - Investigator Responsibilities in Clinical Research
CRx24 - Regulatory Document Submission

CRx25- Staff Training

CRx26 - Ethics In Clinical Research

CRx27 - Site Selection and Initiation Procedures

CRx28 - Building a Successful Clinical Research Site
CRx29- Contract and Budget Negotiations

CRx30- How to partner with MDs to conduct clinical trials

about:blank
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ATTACHMENT B

Michelle Alex, D.P.M.
Newport Beach, CA

THERAPEUTIC EXPERIENCE:

Oncology, Hematology, Vascular, Gastroenterology, Renal, Cardiology,

Neurology(Stem Cell) Neurology, Imaging. Pediatrics, Infectious Disease, Endocrinology, Respira-
tory, Orthopedics/Surgical, Urology, Analgesics, Rheumatology, Dermatology, Respiratory

PROFESSIONAL:

MDTrials, LLC/Podiatry Research Group Director
1-2013-Present

Reno Cliniecal Trials, Director
3/2010-2013

San Francisco Clinical Research Center, Clinical Research Center Director
4/2009-1/2010

Bay Area Foot Care, San Francisco, CA
Podiatric Medical Director
1997-2009

EDUCATION:
San Francisco General Hospital, San Francisco, Ca
Podiatric Medical Resident
1996-1997
*  Successfully completed the following rotations: Endocrinology, Internal Medicine, Emer-
gency Medicine, Trauma, Dermatology, Orthopedic Surgery.
+  Researched, wrote and presented to the Department of Endocrinology, an independent paper
titled “Dysfunction of Lipid Metabolism.”

Ohio College of Podiatric Medicine, Cleveland, OH

Doctor of Podiatric Medicine (D.P.M.)

1992-1996
+ Completed 2 years of clinical rotations through all departments of medicine.
« Completed 2 years of basic sciences (biochemistry, physiology, microbiology,pharmacology.
microbiology, immunology, gross anatomy. cell biology). N
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University of Akron, Akron, OH
Major: Biology

1988-1992

PROFESSIONAL TRAINING:
*2015: CITI GCP Trianing

2010:
2009:
2008:
2007:
2005:
2004:
2003:
2002:

Rx Trial Institute. The Hidden Costs of Conducting Clinical Research

Duke University Health System, Keys to Building a Successful Research Site

PRI, Auditing Clinical Trials for GCP Compliance

GSK, RECIST Workshop

PRI, Auditing for GCP Compliance

PhaseForward, Certified Electronic Data Capture (EDC) Trainer Version 4.0

HIPPA Training

University of Calitfornia Santa Cruz, Certification in Clinical Trials Design/Management

1999: Barnett International Seminar, Medical Writing for Clinical Research

AFFILIATIONS:

Drug Information Association

Society of Quality Assurance

American Medical Writers Association
Association of Clinical Research Professionals






