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Leon Margolin, M.D., Ph.D. Curriculum Vitae 

CURRICULUM VITA 

Leon Margolin M_D., Ph.D. 
  

  

tel.: 718-530-5953 

e mail: md@cpmiohio.com 

www.cpmiohio.com 
  

Board certified and fellowship trained in pain 

management 

I am a board certified (Pain Medicine and PM&R) and fellowship trained interventional pain 

physician. I am competent in interventional and medical management of acute and chronic pain, 

peripheral joint injections, EMG, and PM&R management of pain. 

  

EMPLOYMENT: 

03/11-Current Medical Director, 
Comprehensive Pain Management Insitute, LLC 

Columbus, OH 

07/09 — 03/11 Interventional Pain 

Management , 

Assistant Professor (Clinical) 

OSUMC 

09/07 — 06/30/09 Interventional Pain 
Management Practice, NY 

Including Basset Health Care System (affiliated with Columbia School of Medicine). 

  

EDUCATION AND TRAINING 

POSTGRADUATE: 

9/06 to 8/07 University of Pittsburgh Fellowship 
Pittsburgh, PA Pain Medicine 

(ACGME accredited program) 

Award of the Medical Society
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EMPLOYMENT: 

03/11-Current 

07 /09 - 03/11 

09/07 - 06/30/09 

Medical Director, 
Comprehensive Pain Management Insitute, LLC 
Columbus, OH 

Interventional Pain 
Management , 
Assistant Professor (Clinical) 
OSUMC 

Interventional Pain 
Management Practice, NY 
Including Basset Health Care System ( affiliated with Columbia School of Medicine). 

EDUCATION AND TRAINING 

POSTGRADUATE: 

9/06 to 8/07 University of Pittsburgh 
Pittsburgh, PA 

Award of the Medical Society 

Fellowship 
Pain Medicine 
(ACGME accredited program) 



7/03 to 6/06 

Of Pennsylvania 

Albert Einstein College of Medicine 
Bronx, NY 

Residency 

Physical Medicine and Rehabilitation 
ASRA resident/fellow award 
Pfizer Award in Pain Management 

7/02 to 6/03 Staten Island University Hospital - Internship in Internal Medicine 
Staten Island, NY 

ACP Certificate of Merit, 
24 place NY State resident/fellow 
Competition award 

GRADUATE: 

1994 to 2002 Hebrew University M.D./Ph.D. 
Hadassah Medical School 
Jerusalem, Israel 

UNDERGRADUATE: 

1991 to 1994 Bar-Ilan University 

Ramat-Gan, Israel 
B.Sc., Magna Cum Laude 
Human Biology 

  

SPECIALTY CERTIFICATION: 
  

July 2007 Board Certified by the American Board of Physical Medicine and Rehabilitation 
October 2008 Board Certified in Pain Medicine by ACGME 

MEDICAL OR OTHER ACTIVE PROFESSIONAL LICENSURE: 
  

Ohio LIC # 0900064 

  

MEMBERSHIPS IN PROFESSIONAL AND SCIENTIFIC SOCIETIES 
  

2002 to present ,American Medical Association 

2003 to present, Association of Academic Physiatrists 
2003 to present, American Academy of Physical Medicine and Rehabilitation 
2003 to present, American Society of Regional Anesthesia and Pain Medicine 
2005 to present, Medical Society of the State of New York 

2006 to present, Pennsylvania State Medical Society 

HONORS 

2007 and 2014 Physician Recognition Award, American Medical Association 
2014 “Top Ten Physicians” Award in Pain Medicine (Online patient satisfaction survey) 

2011 Most Compassionate Physician Award (Online patient satisfaction survey)
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Hebrew University 
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Physical Medicine and Rehabilitation 
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Physician Recognition Award, American Medical Association 
"Top Ten Physicians" Award in Pain Medicine (Online patient satisfaction survey) 

Most Compassionate Physician Award (Online patient satisfaction survey) 
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2008, 2009, 2010 Patients' Choice Award (Online patient satisfaction survey) 
2008 CRH Doctor Targets Pain - Article, Times Journal 
2005, Best of Meeting Presentation, American Society of Regional Anesthesia and Pain Medicine 2005 Fall Pain 
Meeting and Workshops 
2005, Award of the Annual Young Investigator Symposium Albert Einstein College of Medicine 
2004, Resident Award of the American Society of Regional Anesthesia and Pain Medicine 
2004, Pfizer Scholars in Pain Management Award, Albert Einstein College of Medicine 
2003, Second Place in the New York State (Downstate) Residents and Fellows Research Competition 
2003, Certificate of Merit in the National Residents and Fellows research competition, American College of 
Physicians 

4 

2003, Certificate of Merit, Poster Finalist at the National Research, Competition of American College of Physicians, 
San Diego, California. 
2003, Honorable Mention Award, Annual Research competition of Academy of Medicine of Richmond. 
2003, Certificate of Achievement, Department of Medicine, Staten Island University Hospital 
2000, Pratt Foundation Award, Hebrew University Hadassah Medical School 
1999-2000, Scholarship for Excellence in M.D./Ph.D. program, Hadassah Medical School, Hebrew University 
1999, Scientific Innovation Award of the Hebrew University 
1994-1999, Scholarship for M.D./Ph.D. program, Hadassah Medical School-Hebrew University (annually) 
1991-1994, Scholarship ofDean of Students, Bar-Ilan University (annually) 
1991, Prize of Ministry of Education of Russian Federation 

PUBLICATIONS 

Please review www.cpmiohio.com for additional publications, presentation (instate and international) 

Manuscripts: 

Leon Margolin MD, PhD; Role of Matrix Metalloproteinases in Tissue Remodeling (relevance to pathogenesis of 
restenosis, aortic aneurism, joint and disc degeneration); 2009; IBSN# 9783639207897 

Leon Margolin MD, PhD et al.; Assessment of Antibiotic Properties ofMaggosts; 2019; Lambert Publishing; IBSN 
# 6200327890 

Refereed Articles 

1. Margolin L. Gialanella P. Assessment of the antimicrobial properties of maggots. Int Wound J. 2010 
Jun;7(3):202-4 .. 

2. Margolin L, Tuluca L, Kaylakov R. Transforaminal Epidural Injection Induces Hypertensive Crisis in Patient 
whose Nifedipine was Withdrawn. C/in Drug lnvest-2005;25(5):353-354. 

3. Margolin L, Bakst-Sisser R, Segal M, Nissinoff J, Thomas M. High Fever Induced by Dexamethasone 
Withdrawal. C/in Drug Invest 2004;24( 11 ):689-691. 

4. Margolin L. Acute Pulmonary Oedema Induced by COX-2 Inhibitors in a Patient with Chronic Pain. C/in Drug 
Invest 2004;24(8):491-492. 
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5. Margolin L, Haliulin Y. Recalcitrant psoriasis vulgaris associated with Laurence-Moon-Biedl syndrome. J Eur 
A cad Dermatol Venereol 2003; 17(5):554-5. 

6. Margolin L. Non-L-Tryptophan Related Eosinophilia-Myalgia Syndrome with Hypoproteinemia and 
Hypoalbuminemia. J Rheumatol 2003;30(3):628-9. 

7. Margolin L, Fishbein I, Banai S, Golomb G, Reich R., Perez L, Gertz SD. Metalloproteinase inhibitor 
attenuates neointima formation and constrictive remodeling after angioplasty in rats: augmentative effect of av~3 

receptor blockade. Atherosclerosis 2002; 163(2):269-77. 

8. Margolin L, et al. 20-Week Study of Clinical Outcomes of Over-the-Counter COVID-19 Prophylaxis and 
Treatment. J Evid Based Integr Med. 2021 Jan-Dec;26:25 

9. Margolin L, et al. Benefit of OTC Formula Against COVID-19-Statistical Analysis Explained. J Evid Based 
lntegr Med. 2021 Jan-Dec;26:25 

Reviews, invited published papers, proceedings of conference and symposia, monographs, books and book chapters 

l. Margolin L. Severe Rosacea associated with colon cancer recurrence. Int J Dermatol 2004 Mar;43(3):2 l 3-4. 

2. Margolin L. Impaired Rehabilitation Secondary to Muscle Weakness Induced by Meropenem. Clin Drug Invest 
2004;24(1):61-62. 

3. Margolin L, Engelgard D. Bilateral pneumonia associated with Shigella sonnei dysentery. Am J Infect Control 
2003 ;31 (7):445-6. 

4. Margolin L, Hershko K, Garcia-Rojas M, Ingber A. Andogsky Syndrome Variant: Atopic Dermatitis 
Associated with Bilateral Cataracts and Retinal Degeneration with Left Retinal Detachment. Pediatr Dermatol 
2003 ;20( 5):419-420. 

5. Margolin L. Severe Psoriasis Palmaris et Plantaris Associated with Topical Use ofDorzolamide. Clin Drug 
Invest 2003;23(7):487-489. 

6. Margolin L. Fatal Cardiogenic Shock and Liver Failure Induced by Verapamil in a Thyrotoxic Patient. Clin 
Drug Invest 2003;23(4):285-286. 

7. Margolin L, Feinmesser M, Hodak E. Leukocytoclastic vasculitis associated with bullous erysipelas. Int J 
Dermatol 2003 ;42( 4 ):300-1. 

8. Margolin L. Increased Warfarin Sensitivity Complicated by Retroperitoneal Haemorrhage in a Patient with 
Merkel Cell Carcinoma. Clin Drug Invest 2003;23(3):217-218. 

9. Margolin L. Severe Leucocytoclastic Vasculitis Induced by Repaglinide in a Patient with Chronic Hepatitis C. 
Clin Drug Invest 2002;22( 11 ):795-796. 

Published Abstracts 

1. Margolin L. Metalloproteinase Inhibition in Axial Low Back Pain from Animal Model to Clinical Study. Reg 
Anesth Pain Med 2006;31(3):A 79. 

2. Margolin L. C-ABEX: Gelatinase A Inhibition Atteiltuates Extracellular Matrix Remodeling and Cell 
Proliferation and Migration in Rats: Relevance ot the Pathogenesis and Management of Chronic Pain. Am J 
Phys Med Rehab 2005 March;84(3):223-224. 

3. Margolin L, Gialanella P, Thomas M, Oh-Park, M. B-ABEX: Assessment of the Antimicrobial Properties of 
Maggots. Am J Phys Med Rehab 2005 March;84(3):223. 
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4. Margolin L. A-ABEX: Association between Complex Regional Pain Syndrome Type 1 and Solar Injury. Am J 
Phys Med Rehabil 2005 March;84(3):223. 

5. Margolin L. Fishbein I, Gertz S. Gelatinase A Inhibition Attentuates Extracellular Matrix Remodeling and Cell 
Proliferation and Migration in Rats. Relevance to the Pathogenesis and Management of Chronic Pain. Poster 
Accepted for the American Society of Regional Anesthesiology 2004 Fall Pain Meeting, Phoenix, AZ, 
November 11-14, 2004. 

6. Margolin L, Segal M, Fast A. Poster 100 Low Back Pain and Bilateral Pure Motor Paraparesis Induced by 
Retroperitoneal Hematoma. Archives of Physical Medicine and Rehabilitation 2004 Sept.;85(9):e27. 

7. Margolin L, Fishbein I, Banai, S, Reich R, Perez L, Gertz SD. Metalloproteinase Inhibition and a./33 Receptor 
Blockade Attenuates Extracellular Matrix Remodeling and Cell Proliferation and Migration in Rats. Possible 
Relevance to Wound Healing and Arthritis Research. Am J PM&R 2004;3(S):4. 

8. Margolin L, et al. Metalloproteinase Inhibitor and av~3 Receptor Inhibitor Synergistically Inhibits Luminal 
Narrowing, Remodeling Cell Proliferation and Migration after Balloon Angioplasty. American College of 
Physicians Annual Session, National Clinical Vignette and Research Paper Competition, San Diego, CA, April 
2003, p.71. 

9. Margolin L, et al. Metalloproteinase Inhibitor and av~3 Receptor Inhibitor Synergistically Inhibits Cell 
Proliferation and Migration After Balloon Angioplasty. American College of Physicians Annual Session, 
Clinical Vignette and Research Paper Competition, New York State (Downstate), NY, March 2003, p.15. 

10. Margolin L, et al. Metalloproteinase Inhibitor and Receptor Inhibitor Synergistically Inhibits Neointimal 
Formation and Constrictive Wall Remodeling After Balloon Angioplasty. Journal of American College of 
Cardiology 2000;35(A):48. 

11. Margolin L, et al. Effect ofMetalloproteinase Inhibition and a.f] Receptor Blockade Inhibits Neointima 
Formation and Constrictive Remodeling. Journal of Israeli College of Cardiology 2000;8(A): 16. 

12. Margolin L. Mask for the treatment of headache. Hebrew University Award for Scientific Innovation Year 
Book, p.8-10. 

PROFESSIONAL ACTIVITIES 

TEACHING: 

Hadassah Medical College, Hebrew University, Jerusalem, Israel 

Clinical Instructor, anatomy course for medical students. 

OSU: Teaching residents and fellow 

Multiple grand round presentations and seminars for the community on medical topics 

RESEARCH: 

Seminars and invited lectureships 
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Association of Academic Physiatrists Annual Meeting, Daytona Beach, FL, March 1-4, 2006. 

Medical Society of the State of New York 2006 Annual Meeting, Buffalo, NY. 

Association of Academic Physiatrists Annual Meeting, Tucson, AZ, February 22-26, 2005. 

2005 Annual Young Investigator Symposium AECOM, NY. 

2004 Annual Meeting of American Academy of PM&R, Phoenix, AZ. 

2004 Annual Meeting of NY Academy of PM&R, New York, NY. 

Association of Academic Physiatrists Annual Meeting, Albuquerque, NM, March 25-28, 2004. 

2003 Basic Research part of the Annual Meeting of American College of Physicians, NY Chapter (Downstate) 
March 22, NYC. 

2 

2003 Basic Research part of the Annual Meeting of American College of Physicians, April 4, San Diego, CA. 

2001 Basic Research part of the Annual Meeting of Annual Meeting of Israeli Medical Association, Jerusalem, 
Israel (project selected for special presentation for excellence and scientific innovation). 

2000 Basic Research part of the Annual Meeting of Annual Meeting of Israeli Medical Association, Jerusalem, 
Israel. 

1999 Senate of Hebrew University of Jerusalem, Jerusalem, Israel. 

Community Activities 

Medical education (wellness, pain medicine, opioid epidemic prevention) — YouTube channel 

Volunteer, Montefiore Medical Center, New York, NY 

Volunteer, Jerusalem Center for Senior Immigrants, Jerusalem, Israel
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Volunteer, Jerusalem Center for Senior Immigrants, Jerusalem, Israel 
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October 1, 2021 

Leon Margolin, MD' 
Comprehensive Pain Management Institute 
5245 East Main Street • 
Columbus, OH 43213 

Dear Dr. Leon Margolin, 

Congratulations! You have been approved as a Top Doctor by OH Top Docs. 

Our selection commlttee received the application you submitted and additional background Information 
we compiled and verified. Based on your education, training, malpractice & license background check. 
accolades /awards along with patient reviews you have been approved as a OH Top Doctor for 
2021. Congratulations! 

You will be listed in the October 2021 Approved Provider Press Release we w1ll distribute onllne next 
month and you will also receive the 2021 approved provider logo for your use. 

Additionally, as an approved provider, you are eligible to take part in a variety of options available. PleasE 
find information and imagery In the subsequent pages and also on our website 
at www,OHTopQocs,com/Ordec. If you have any questions or would like to discuss anything further pleas 
reach out to me directly at Harper@OHTopDocs.com or via phone at 208-288-7240 x 105. 

If you would like to stop receiving all communication from OH Top Docs, please either 
email info@USATopDocs.com, fax this form back with "Remove" written across the top to 208-288-7241 o 
you can leave a message 24/7 /365 at 908-288-724Q. Your information will be removed within 7 business 
days. 

I loo~ forward to working with you. 

Respectfully, 

6«.aL-Q~ 
Sue Pane 
AdmlolstratJve Coordinator 

Corporate Headquarters 
•• ,. n--·· ·'-•-• .. n '),.J S:lnnr. ~t<'h Plaiml. NI 07076 
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Bi PERSPECTIVE 

Research During Residency and 
Fellowship: Why Bother? 
LEON MARGOLIN, MD, PhD----------------

Residency and fellowship can be 
challenging, combining an 

intensive work schedule with reading, 
preparation for boards and trying to 
maintain your personal life. 

Doing research requires a lot of 
dedication, time and abilities. There 
is no guarantee that your project will 
succeed and that your article will be 
accepted for publication, and usually 
there are no financial rewards for the 
resident as well. So why would 
somebody spend the extra time and 
effort in research? 

There are two especially good 
reasons I believe you should consider 
a research project. First, it's intellectu
ally stimulating. I usually see it as a 
gym time for my brain. Like any 
exercise, you may not see the results 
immediately but you will see a 
difference over time. Second, it's a 
team sport. You can meet good 
people and make friends through 
research. You learn to appreciate 
different opinions and personalities. 

I am sure almost all of us were 
asked in our medical school admis
sion interview why we decided to 
become medical doctors. Many of us 
probably replied that we want to help 
people, save lives and improve health 
care. I believe that successful clinical 
research can be an excellent way to , 
achieve this ideal. While you feel a lot 
of satisfaction with your clinical 
November 2001 

work. the magnitude of that satisfac
tion is increased substantially with 
research. • 

In my field, physical medicine/ 
rehabilitation and pain management 
we deal with chronic problems that, 
while almost impossible to cure, need 
to be alleviated and controlled. I 
believe that many of the patients we 
treated during the fellowship year 
improved; som~ reported a signifi
cant difference in their lives and a few 
wrote appreciation letters. 

I would estimate that, at best, I 
might have impacted the lives qf a 
few hundred patients over the fellow
ship year through my clinical work. 
Over the same period of time, I 
received numerous inquires from 
manydifferent places around the 
wodd about the research article I 
published. That could well have 
impacted the care of tens of thou
sands of patients. 

The National Institute of Cancer 
(Havana), Belgium Poison Center 
(Brussels) and the Central Library of 
Medicine Foundation (Buenos Aires) 
all contacted me recently.regarding 
my research. But the most rewarding 
letter for me was sent in March by a 
grandmother of an eight-year-old girl 
with a diagnosis of mesenchymal 
chondrosarcoma. She stated that my 
article was used in the treatment of 
children and adults battlinr, sarcoma' 

and by the national online support 
group for mesenchyrnal chondrosar
coma, as well as several adult and 
pediatric sarcoma groups. That 
particular article required a very 
significant investment of time. At 
some point, I felt guilty for taking so 
much from my own family; but, 
after receiving her message, I felt that 
I would do it again. 

We all believe that our mission as 
physicians is to alleviate suffering, 
save lives and improve health care. 
Occasionally this high ideal is blurred 
with the concerns of "making the 
bottom line,", "getting the job done," 
and the pressure to pass the boards or 
be promoted. I believe that clinical 
research is an excellent altruistic 
opportunity to achieve a higher ideal 
and make your personal microscopic 
contribution to making the world 
around you a better place to live. 8i 

Dr. Margolin isa Fellow at the Univemtyof 
Pittshllllfh Medical Center and winner of several 
mearch awards, induding the Pennsylvania 
Medical Socie!J's 2006 resident/fellow competi
tion. He can he reached at leon3087@gmail 
Wlll 

The opinion expressed in this column is 
that of the writer and does not neces
sarily reflect the opinion of the Editorial 
Board, the Bulletin, or the Allegheny 
County Medical Society, 
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Certificate of Continuing Medical Education 

.ccreditation Statement: The 
ippincott Continuing Medical 

Education Institute is accredited by 
the Accreditation Council for 
Continuing Medical Education to 
provide continuing medical education 
for physicians. 

Designation Statement: The Lippincott 
Continuing Medical Education Institute 
designates most Audio Digest Enduring 
Materials for a maximum of 2.00 AMA PRA 
Category 1 Credits™. Physicians should 
claim only the credit commensurate with the 
extent of their participation in the activity. 
*Note: Each ACCEL program is designated 
for a maximum of 4.00 AMA PRA Category 1 
Credits™. 

Lippincott Professional Development is 
accredited as a provider of nursing 
continuing professional development by 
the American Nurses Credentialing 
Center's Commission on Accreditation. 
Lippincott Professional Development 
awards up to 2.00 CE contact hours (or 
up to 4.00 CE contact hours for an 
ACCEL activity) for each clinical 
activity. 

Dr. Leon Margolin DATE 
CUSTOMER ID# 

9/26/2024 
25348086 

THIS PARTICIPANT HAS SUCCESSFULLY COMPLETED THE FOLLOWING CME ACTIVITIES 
(APPLIES TO TESTS GRADED Jan 01 2024 THRU Dec 30 2024) 

VOLUME 
ISSUE 

DATE LECTURE TITLE 

ANESTHESIOLOGY 
09/26/2024 65-12-01 Palliative Care Sedation 
09/24/2024 64-25-02 Responding to Patient Questions About 

Physician Aid-in-dying 
24/2024 64-25-01 New Thinking About Advance Care Planning 

TAL AMA PRA CATEGORY 1 CREDITS™ IN ANESTHESIOLOGY: 2.00 

EMERGENCY MEDICINE 
09/26/2024 40-08-03 Applying Clinical Ethics in the Emergency 

Department 

TOTAL AMA PRA CATEGORY 1 CREDITS™ IN EMERGENCY MEDICINE: 0.50 

PRE/POST-TEST CREDITS 

0% 100% 0.75 
0% 100% 0.50 

0% 100% 0.75 

0% 100% 0.50 

The AAFP has reviewed Audio Digest Emergency Medicine Volume 41, and deemed it acceptable for AAFP credit. Term of approval is from 
01/01/2021 to 12/3112021. Physicians should claim only the credit commensurate with the extent of their participation in the activity. 

See individual activities for session-specific credit approval information. 

This enduring material activity, Audio Digest Emergency Medicine, 41, Issues 1-24, has been reviewed and is acceptable for up to 48 Prescribed 
credits by the American Academy of Family Physicians. AAFP certification begins January 1, 2020. Term of approval is for one year from this date. 
Each issue is approved for 2 Prescribed credits. Credit may be claimed for 1 year from the date of each issue. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP members may claim Elective Credit for Audio Digest Emergency Medicine Volume 40 (specifically, issues with publication dates that are older 
than 1 year), Volume 39 (all issues), and Volume 38 (only issues with publication dates that are less than 3 years old). 

GENERAL SURGERY 
09/26/2024 70-03-02 

Audio Digest 

Ethical Considerations in Mechanical 
Circulatory Support Decision-Making 

1aoo Dual Hwy Ste 201, 

Hagerstown, MD 21740 

{!M) 240-7500 

au<liodigest.org 

0% 100% 0.75 

Page 1 of 5 Diane M Ezard 
Director of Accreditation & Communication 



Accreditation Statement: The 
Lippincott Continuing Medical 
Education Institute is accredited by 
he Accreditation Council for 
ontinuing Medical Education to 

provide continuing medical education 
for physicians. 

Designation Statement: The Lippincott 
Continuing Medical Education Institute 
designates most Audio Digest Enduring 
Materials for a maximum of 2.00 AMA PRA 
Category 1 Credits™. Physicians should 
claim only the credit commensurate with the 
extent of their participation in the activity. 
*Note: Each ACCEL program is designated 
for a maximum of 4.00 AMA PRA Category 1 
Credits TM_ 

Lippincott Professional Development is 
accredited as a provider of nursing 
continuing professional development by 
the American Nurses Credentialing 
Center's Commission on Accreditation. 
Lippincott Professional Development 
awards up to 2.00 CE contact hours (or 
up to 4.00 CE contact hours for an 
ACCEL activity) for each clinical 
activity. 

Dr. Leon Margolin DATE 
CUSTOMER ID# 

9/26/2024 
25348086 

THIS PARTICIPANT HAS SUCCESSFULLY COMPLETED THE FOLLOWING CME ACTIVITIES 
(APPLIES TO TESTS GRADED Jan 01 2024 THRU Dec 30 2024) 

VOLUME 
ISSUE 

DATE LECTURE TITLE 

TOTAL AMA PRA CATEGORY1 CREDITS™ IN GENERAL SURGERY: 0.75 

INTERNAL MEDICINE 
09/24/2024 69-23-02 Healer Until the End: Physician-assisted 

Death 

TOTAL AMA PRA CATEGORY 1 CREDITS™ IN INTERNAL MEDICINE: 1.00 

OTOLARYNGOLOGY 
26/2024 56-02-01 

/26/2024 55-19-01 

Ethics: Decision-Making for Children and 
Adolescents When Parents and Medical 
Ethics: The Physician&apos;s Role in the 
Opioid Crisis 

TOTAL AMA PRA CATEGORY 1 CREDITS™ IN OTOLARYNGOLOGY: 2.25 

PSYCHIATRY 
09/26/2024 52-14-01 Ethics for the Mental Health Provider 

TOTAL AMA PRA CATEGORY1 CREDITS™ IN PSYCHIATRY: 2.00 

TOTAL AMA PRA CATEGORY 1 CREDITS™: 8.50 

PRE/POST-TEST 

0% 100% 

0% 80% 

0% 80% 

0% 90% 

CREDITS 

1.00 

1.00 

1.25 

2.00 

PLEASE NOTE: CREDIT LISTED BELOW IS INCLUDED IN (AND NOT IN ADDITION TO) THE TOTAL HOURS OF AMA PRA CATEGORY 
1 CREDITS™ LISTED ABOVE 

A COURSE MAY QUALIFY FOR ONE OR MORE OF THE CATEGORIES LISTED BELOW. 

Audio Digest 
1800 Dual Hwy Ste 201 , 
Hagerstown, MD 21740 

(818) 240--7500 

audiodigestorg Page 2 of 5 Diane M Ezard 
Director of Accreditation & Communication 



Accreditation Statement: The 
Lippincott Continuing Medical 
Education Institute is accredited by 
he Accreditation Council for 
ontinuing Medical Education to 

provide continuing medical education 
for physicians. 

Designation Statement: The Lippincott 
Continuing Medical Education Institute 
designates most Audio Digest Enduring 
Materials for a maximum of 2.00 AMA PRA 
Category 1 Credits™. Physicians should 
claim only the credit commensurate with the 
extent of their participation in the activity. 
*Note: Each ACCEL program is designated 
for a maximum of 4.00 AMA PRA Category 1 
Credits TM. 

Lippincott Professional Development is 
accredited as a provider of nursing 
continuing professional development by 
the American Nurses Credentialing 
Center's Commission on Accreditation. 
Lippincott Professional Development 
awards up to 2.00 CE contact hours (or 
up to 4.00 CE contact hours for an 
ACCEL activity) for each clinical 
activity. 

Dr. Leon Margolin DATE 
CUSTOMER ID# 

9/26/2024 
25348086 

THIS PARTICIPANT HAS SUCCESSFULLY COMPLETED THE FOLLOWING CME ACTIVITIES 
(APPLIES TO TESTS GRADED Jan 01 2024 THRU Dec 30 2024) 

DATE 

ABAMOCA 

AN 65-12-01 

VOLUME 
ISSUE 
LECTURE TITLE 

Palliative Care Sedation 

PRE/POST-TEST 
QUALIFYING CREDITS 

AN 64-25-02 

AN 64-25-01 

Responding to Patient Questions About Physician Aid-in-dying 

New Thinking About Advance Care Planning 

BOHNS Continuing Certification 

T 55-19-01 Ethics: The Physician&apos;s Role in the Opioid Crisis 

ABS Continuous Certification 

GS 70-03-02 Ethical Considerations in Mechanical Circulatory Support Decision-Making 

CLINICAL PHARMACOLOGY 

AN 65-12-01 Palliative Care Sedation 

OT 55-19-01 Ethics: The Physician&apos;s Role in the Opioid Crisis 

CONTROLLED SUBSTANCES 

OT 55-19-01 Ethics: The Physician&apos;s Role in the Opioid Crisis 

END OF LIFE/PALLIATIVE CARE 

AN 65-12-01 Palliative Care Sedation 

AN 64-25-02 

AN 64-25-01 

AudioDigest 

Responding to Patient Questions About Physician Aid-in-dying 

New Thinking About Advance Care Planning 

13oo Dual Hwy Ste 201 , 

Hagerstown, MD 21740 

{818) 240-7500 

CREDITS 

audio<lige.s:torg Diane M Ezard 

0.75 

0.50 

0.75 

1.25 

0.75 

0.75 

1.25 

1.25 

0.75 

0.50 

0.75 

Page 3 of 5 
Director of Accreditation & Communication 



Accreditation Statement: The 
Lippincott Continuing Medical 
Education Institute is accredited by 

,e Accreditation Council for 
ontinuing Medical Education to 

provide continuing medical education 
for physicians. 

Designation Statement: The Lippincott 
Continuing Medical Education Institute 
designates most Audio Digest Enduring 
Materials for a maximum of 2.00 AMA PRA 
Category 1 Credits™. Physicians should 
claim only the credit commensurate with the 
extent of their participation in the activity. 
*Note: Each ACCEL program is designated 
for a maximum of 4.00 AMA PRA Category 1 
Credits TM_ 

Lippincott Professional Development is 
accredited as a provider of nursing 
continuing professional development by 
the American Nurses Credentialing 
Center's Commission on Accreditation. 
Lippincott Professional Development 
awards up to 2.00 CE contact hours (or 
up to 4.00 CE contact hours for an 
ACCEL activity) for each clinical 

Dr. Leon Margolin 

activity. 

DATE 
CUSTOMER ID# 

9/26/2024 
25348086 

THIS PARTICIPANT HAS SUCCESSFULLY COMPLETED THE FOLLOWING CME ACTIVITIES 
(APPLIES TO TESTS GRADED Jan 01 2024 THRU Dec 30 2024) 

DATE 

ETHICS 

EM 40-08-03 

GS 70-03-02 

AN 65-12-01 

OT 55-19-01 

VOLUME 
ISSUE 
LECTURE TITLE PRE/POST-TEST 

Applying Clinical Ethics in the Emergency Department 

Ethical Considerations in Mechanical Circulatory Support Decision-Making 

Palliative Care Sedation 

Ethics: The Physician&apos;s Role in the Opioid Crisis 

Ethics for the Mental Health Provider 

CREDITS 

S 52-14-01 

T 56-02-01 Ethics: Decision-Making for Children and Adolescents When Parents and Medical 
Teams Disagree 

IM 69-23-02 

AN 64-25-02 

AN 64-25-01 

PAIN MANAGEMENT 

AN 65-12-01 

OT 55-19-01 

Healer Until the End: Physician-assisted Death 

Responding to Patient Questions About Physician Aid-in-dying 

New Thinking About Advance Care Planning 

Palliative Care Sedation 

Ethics: The Physician&apos;s Role in the Opioid Crisis 

SUBSTANCE ABUSE/DEA-MATE ELIGIBLE 
OT 55-19-01 Ethics: The Physician&apos;s Role in the Opioid Crisis 

Audio Digest Anesthesiology activities contribute to the CME component of the American Board of Anesthesiology's redesigned 
Maintenance of Certification in Anesthesiology™ (MOCA®) program, known as MOCA 2.0®. 

0.50 

0.75 

0.75 

1.25 

2.00 

1.00 

1.00 

0.50 

0.75 

0.75 

1.25 

1.25 

NOTE: Audio Digest submits accredited-CME credits directly to the ABA (via PARS) within 30 days of participation (assuming your valid 
ABA ID is on file). 

Audio Digest 
1800 Dual Hwy Ste 201, 

Hagerstown, MD 21740 

(fl18) 240.7500 

audiodigest.org Page 4 of 5 
Diane M Ezard 
Director of Accreditation & Communication 



Accreditation Statement: The 
Lippincott Continuing Medical 
Education Institute is accredited by 
he Accreditation Council for 
ontinuing Medical Education to 

provide continuing medical education 
for physicians. 

Dr. Leon Margolin 

Designation Statement: The Lippincott 
Continuing Medical Education Institute 
designates most Audio Digest Enduring 
Materials for a maximum of 2.00 AMA PRA 
Category 1 Credits™. Physicians should 
claim only the credit commensurate with the 
extent of their participation in the activity. 
*Note: Each ACCEL program is designated 
for a maximum of 4.00 AMA PRA Category 1 
Credits 1M. 

Lippincott Professional Development is 
accredited as a provider of nursing 
continuing professional development by 
the American Nurses Credentialing 
Center's Commission on Accreditation. 
Lippincott Professional Development 
awards up to 2.00 CE contact hours (or 
up to 4.00 CE contact hours for an 
ACCEL activity) for each clinical 
activity. 

DATE 
CUSTOMER ID# 

9/26/2024 
25348086 

THIS PARTICIPANT HAS SUCCESSFULLY COMPLETED THE FOLLOWING CME ACTIVITIES 
(APPLIES TO TESTS GRADED Jan 01 2024 THRU Dec 30 2024) 

DATE 

VOLUME 
ISSUE 
LECTURE TITLE PRE/POST-TEST CREDITS 

*Any AC, GS, IM, OT, and PD activities displayed on this certificate as Qualifying for MOC/CC are eligible for MOC/CC only if the test 
was taken Online (and therefore provided feedback to the learner). Tests submitted via Paper provide CME credit only. MOC/CC 
participant reports submitted by Audio Digest for AC, GS, IM, OT, and PD activities include only credits earned via Online Testing. 

Audio Digest 
1800 Dual Hwy Ste 201, 

Hagerstown, MD 21740 

(818) 240-7500 

audiodigest.org Page 5 of 5 
Diane M Ezard 
Director of Accreditation & Communication 
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Fraud and Abuse -What Auditors are looking For 

Presented by 
Amy Turner, RN, BSN, CPC, MHHC, CHIAP 

Vicki Myckowiak, Esq. 

July 30, 2024 

CONTINUING MEDICAL EDUCATION CERTIFICATE 

Awards 1.5 credits to 

Leon Margolin 

topic of Fraud and Abuse Prevention and Compliance for Pain Management Practices. 

for the content, quality, and scientific integrity of this CME activity. 

of their participation in the activity. 

af Apri Udine 
Katherine Waldman 
Executive Director 
The Society For Pain Practice Management   
  cmuennanenuve 

      

These credits are for participation in a Webinar Activity and Interactive Q&A Session focusing on the 

The Society For Pain Practice Management is accredited by ACCME to provide continuing medical 

education to physicians. This activity has been planned and implemented in accordance with the 
Essentials and Standards of the Accreditation Council for Continuing Medical Education (ACCME) by the 
Society For Pain Practice Management. The Society For Pain Practice Management takes responsibility 

The Society For Pain Practice Management designates this educational activity for a maximum of 1.50 
Category 1 AMA PRA Credits™. Physicians should claim only the credit commensurate with the extent 
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Fraud and Abuse -What Auditors are looking For 
Presented by 

Amy Turner, RN, BSN, CPC, MHHC, CHIAP 
Vicki Myckowiak, Esq. 

July 30, 2024 

CONTINUING MEDICAL EDUCATION CERTIFICATE 

Awards 1.5 credits to 

Leon Margolin 

These credits are for participation in a Webinar Activity and Interactive Q&A Session focusing on the 
topic of Fraud and Abuse Prevention and Compliance for Pain Management Practices. 

The Society For Pain Practice Management is accredited by ACCME to provide continuing medical 
education to physicians. This activity has been planned and implemented in accordance with the 
Essentials and Standards of the Accreditation Council for Continuing Medical Education (ACCME) by the 
Society For Pain Practice Management. The Society For Pain Practice Management takes responsibility 
for the content, quality, and scientific integrity of this CME activity. 

The Society For Pain Practice Management designates this educational activity for a maximum of 1.so 
category 1 AMA PRA Credits'"'. Physicians should claim only the credit commensurate with the extent 
of their participation in the activity. 

If a 'Hu~-'-- ludd4tUt,t,<J 

Katherine Waldman 
Executive Director 
The Society For Pain Practice Management 
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CERTIFICATE 

Clinical Care Options, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 5: Introduction to Substance Use Disorders 

on 10/14/2024 and is awarded 1.00 AMA PRA Category 1 Credit. 

This activity provides 1.00 hours of mandatory controlled substances CME credit for physicians and other 
prescribers. 

IPCE CREDIT'" 

12001 Sunrise Valley Drive 
Suite 300 
Reston, VA 20191 
Contact Us - Clinical Care 
QP-tions ( clinicaloP-tions.com). 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 1.00 Interprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP has reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category 1 credit(s)™ toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
1. 

Sophia Kelley, MBA 
Manager, Accreditation 

Clinical Care Options, LLC 
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CERTIFICATE 

Clinical Care Options, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 8: Tobacco and Cannabis Use Disorders 

on 10/14/2024 and is awarded 1.00 AMA PRA Category 1 Credit. 

This activity provides 1.00 hours of mandatory controlled substances CME credit for physicians and other 
prescribers. 

JOlt\ iLY .A(....,::.,-~::llltD PR::..:•V1QE,"<; .. 
,,,f'filll~i,U•Ql'M.\, ("Qf,!t1;,.,.,J~ '1>u<:'Ah,)"1 

• IPCE CREDIT'" 

12001 Sunrise Valley Drive 
Suite 300 
Reston, VA 20191 
Contact Us - Clinical Care 
DP.tions ( clinicaloP.tions.com) 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 1.00 Interprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP has reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category 1 credit(s)™ toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
1. 

Sophia Kelley, MBA 
Manager, Accreditation 

Clinical Care Options, LLC 



C ontificate 
of Completion 

NetCE certifies that 
Leon Margolin 35.090064 rT has participated in the enduring material titled 

  

#95170 Medical Marijuana 
and Other Cannabinoijds 
on February 16, 2016 | and is awarded 5 

AMA PRA Category 1 Credit (s)™, 

Freda S. O'Brien 
Erin K. Meinyer py Director of Academic Affairs Executive Director 

    

NetCE is accredited by the Accreditation Council for Continuing Medical Education to provide continuing 
medical education for physicians, 

Florida CE Broker Provider #50-2405, Board of Medicine. 
This activity is designed to comply with the requirements of California Assembly Bill 11 95, Cultural and 
Linguistic Competency. 

i 
a NetCE 

Continuing Education   
PO BOX 997571 - SACRAMENTO, CALIFORNIA 95899-7571 + (800) 232-4CEU

.. . 

Certiicate 
Complet1tJn 

NetCE certifies that 
Leon Margolin 35.090064 

0 

has participated in the enduring material titled #95170 Medical Marijuana 
and Other Cannabinoids 

on February 16, 2016 
and is awarded 5 

AMA PRA Category 1 Credit(s) ™. 

1/4L,,l,J ,lo~ ~ ~ m~ Freda S. O'Brien Erin K. Meinyer Director of Academic Affairs Executive Director NetCE is accredited by the Accreditation Council for Continuing Medical Education to provide continuing 
medical education for physicians. 
Florida CE Broker Provider #50-2405, Board of Medicine. 
This actimt.y is designed to comply with the requirements of California Assembly Bill 1195, Cultural and 
Linguistic Competency. 

PO BOX 997571 • SACRAMENTO, CALIFORNIA 95899-7571 • (800) 232-4CEU 
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CERTIFICATE 

Clinical Care Options, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 7: Alcohol Use Disorder 

on 10/14/2024 and is awarded 1.00 AMA PRA Category 1 Credit. 

This activity provides 1. 00 hours of mandatory controlled substances CME credit for physicians and other 
prescribers. 

IPCE CREDIT'" 

12001 Sunrise Valley Drive 
Suite 300 
Reston, VA 20191 
Contact Us - Clinical Care 
QP-tions ( clinicaloP-tions.com) 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 1.00 Interprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP has reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category I credit(s)™ toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
1. 

Sophia Kelley, MBA 
Manager, Accreditation 

Clinical Care Options, LLC 





Cortificate 
of Completion 

NetCE certifies that 
Leon Margolin 35.090064 has participated in the enduring material titled 
#95150 Responsible and 

Effective Opioid Prescribing 
on January 2, 2021 
and is awarded 3 

AMA PRA Category | Credit(s) ™, 

  

; 
. 

Freda S. O'Brien Erin K. Meinyer Director of Academic Affairs Executive Director 
~ In support of improving patient care, NetCE is jointly accredited by the Accreditation a Council for Continuing Medical Education (ACCME), the Accreditation Council 

Florida CE Broker Provider #50-2405, Board of Medicine. 

This activity is designed to comply with the requirements of Califomia Assembly Bill 1 195, Cultural and Linguistic Competency. 

NetCE 
Continuing Education   

PO BOX 997571 + SACRAMENTO, CALIFORNIA 95899-7571 » (800) 232-4CEU

Certiicate 
Complet1&n 
NetCE certifies that 

Leon Margolin 35.090064 has participated in the enduring material titled #95150 Responsible and 
Effective Opioid Prescribing 

on January 2, 2021 
and is awarded 3 AMA PRA Category 1 Credit(s) ™. 

1/U.-,L;J ✓OJJ~ ~!<. m~ Freda S. O'Brien Erin K. Meinyer Director of Academic Affairs Executive Director e In support of improving patient care, NetCE is jointly accredited by the Accreditation Council for Continuing Medical Education (ACCME), the Accreditation Council for Pharmacy Education (ACPE), and the American Nurses Credentialing Center :'.°..':~=.E~;.~!:.=~- (ANCC), to provide continuing education for the healthcare team. 
Florida CE Broker Provider #50-2405, Board of Medicine. 
This activity is designed to comply with the requirements of California Assembly Bill 1195, Cultural and Linguistic Competency. 

PO BOX 997571 • SACRAMENTO, CALIFORNIA 95899-7571 • (800) 232-4CEU 
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CERTIFICATE 

Clinical Care Options, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 6: Opioid Use Disorder 

on 10/14/2024 and is awarded 1.00 AMA PRA Category 1 Credit. 

This activity provides 1.00 hours of mandatory controlled substances CME credit for physicians and other 
prescribers. 

e 
IPCE CREDIT'" 

12001 Sunrise Valley Drive 
Suite 300 
Reston, VA20191 
Contact Us - Clinical Care 
QP-tions ( clinicaloP-tions.com) 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 1.00 Interprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP has reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category I credit(s)™ toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
1. 

Sophia Kelley, MBA 
Manager, Accreditation 

Clinical Care Options, LLC 



5/15/2018 
Certificate 

  

  

Leon Margolin 
5245 EAST MAIN ST 
COLUMBUS, OH 43213 

Certificate of Attendance 

Leon Margolin 

has attended the 

Pain Management During the Opioid Crisis: Balancing Quality of 
Care & Patient Safety 

on , 
May 10, 2018 - May 11, 2018 

The Case Western Reserve University Schoo! of Medicine certifies that Leon Margolin has Participated in the live activity titled Pain Management During the Opioid Crisis: Balancing Quality of Care & Patient Safety on May 10, 2018 - May 11, 2018 
and is awarded 10.00 AMA PRA Category 1 Credit(s). ™ toward the AMA Physicians Recognition Award 

Case Western Reserve University School of Medicine is accred ited by the Accreditation Council for Continuing Medical Education to provide continuing med ical education for physicians. 
The Case Western Reserve University School of Medicine designates this live activity for a maximum of 10.00 AMA PRA Category 1™ Credit(s). Physicians should claim only the credit commensurate with the extent of their participation in the activity. 

Continuing Medical Education Program 
10524 Euclid Avenue, Cleveland, OH 44106-6026 Tel: 216-983-1239 Fax: 216-844-8133 http://casemed.case.edu/cme/ 

Attps://cmetracker.nel/(CASECM E/Files/CertificatesAW12A43417aN44 html

5/15/2018 

Leon Margolin 
5245 EAST MAIN ST 
COLUMBUS, OH 43213 

Certificate 

Certificate of Attendance 

Leon Margolin 
has attended the 

Pain Management During the Opioid Crisis: Balancing Quality of 
Care & Patient Safety 

on 
May 10, 2018- May 11, 2018 

The Case Western Reserve University School of Medicine certifies that Leon Margolin has participated in the live activity titled Pain Management During the Opioid Crisis: Balancing Quality of Care & Patient Safety on May 10, 2018 - May 11, 2018 and is awarded 10.00 AMA PRA Category 1 Credit(s). ™ toward the AMA Physicians Recognition Award 
Case Western Reserve University School of Medicine is accredited by the Accreditation Council for Continuing Medical Education to provide continuing medical education for physicians. 

The Case Western Reserve University School of Medicine designates this live activity for a maximum of 10.00 AMA PRA Category 1 ™ Credit(s). Physicians should claim only the credit commensurate with the extent of their participation in the activity. 

Continuing Medical Education Program 
10524 Euclid Avenue, Cleveland, OH 44106-6026 Tel: 216-983-1239 Fax: 216-844-8133 http://casemed.case.edu/cme/ 

: 1ttps://cmetracker.nel/CASECME/Files/Certificates/W12R4~417An44 html 
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__ Professor 

. ool of Dental Medicine 
Gran jal Pain and Headache Center 

Lecturer, Department of Anesthesia, Critical Care and 
Pain Medicine 

Massachusetts General Hospital 
Harvard Medical School 

_ Disclosures 
Dr Kulich has ale) (allale| cecel ciel (ens   

1195 

 

Copyright Harvard Medical School, 2013. All Rights Reserved. 

Risk Stratification with Chronic 
Opioid Therapy 

d J. Kulich, Ph.D. 
__ Professor 

. ool of Dental Medicine 
Gran jal Pain and Headache Center 

Lecturer, Department of Anesthesia, Critical Care and 
Pain Medicine 

Massachusetts General Hospital 
Harvard Medical School 

_ Disclosures 
Dr Kulich has ale) (allale| cecel ciel (ens   

1195 

 

Copyright Harvard Medical School, 2013. All Rights Reserved. 

1195 



Copyright Harvard Medical School, 2013. All Rights Reserved. 

0] 40) | Bh 
SF-kcJ[emeyed(s¥aletsM- Vale Oui lal iors] | 

Practice 

Jianren Mao, MD, PhD 

Richard J. Kitz Professor of Anaesthesia Research 
el pucrsemlU(cze flor: Motel steted| 

Vice Chair for Research 
Department of Anesthesia, Critical Care and Pain Medicine 

Director, MGH Center for Translational Pain Research 
a E i | om 

Massachusetts General Hospita Ga Co es: 

wo 

§ » 
x 7 

Disclosure 

OT aE Tomar tomarey satiate m Cole | [tol felcy= 

  
1056 

 

Copyright Harvard Medical School, 2013. All Rights Reserved. 

0] 40) | Bh 
SF-kcJ[emeyed(s¥aletsM- Vale Oui lal iors] | 

Practice 

Jianren Mao, MD, PhD 

Richard J. Kitz Professor of Anaesthesia Research 
el pucrsemlU(cze flor: Motel steted| 

Vice Chair for Research 
Department of Anesthesia, Critical Care and Pain Medicine 

Director, MGH Center for Translational Pain Research 
a E i | om 

Massachusetts General Hospita Ga Co es: 

wo 

§ » 
x 7 

Disclosure 

OT aE Tomar tomarey satiate m Cole | [tol felcy= 

  
1056 

 

Copyright Harvard Medical Schoof, 2013. All Rights Reserved. 

1056 



Copyright Harvard Medical School, 2013. All Rights Reserved. 

ADDICTION PSYCHOPHARMACOLOGY 

NV FRONTIERS IN THE 
ION THREADS OF PAIN 

AND ADDICTION TREATMENT 

BACONESS PAIN: MANAGEMENT PE 

Dr, Wartenberg has nothing to disclose   
1157 

 

Copyright Harvard Medical School, 2013. All Rights Reserved. 

ADDICTION PSYCHOPHARMACOLOGY 

NV FRONTIERS IN THE 
ION THREADS OF PAIN 

AND ADDICTION TREATMENT 

BACONESS PAIN: MANAGEMENT PE 

Dr, Wartenberg has nothing to disclose   
1157 

 

Copyright Harvard Medical School, 2013. All Rights Reserved. 

1157 



~ byceii 

CERTIFICATE 

Clinical Care Options, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 1: General Principles of Controlled Substance Prescribing 

on 10/10/2024 and is awarded 0.50 AlvfA PRA Category J Credit. 

This activity provides 0.50 hours of mandatory colltro/Jed substances CME credit for physicians and other 
prescribers. 

JONTT..Y ~ ~ 
18 CPI 1111,.,.t ~~ 

• IPCE CREDIT'" 

12001 Sunrise Valley Drive 
Suite300 
Reston, VA20191 
Contact JJs - Clinical Care 
.Q~(clioicaloprions com) 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Phannacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 0.50 Intcrprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP bas reviewed DEA Course: Control1ed Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation In the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category 1 credi1Mrn toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
1. 

Sophia Kelley, MBA 
Manager, Accreditation 

Clinical Care Options, LLC 
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CERTIFICATE 

Clinical Care Options, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 2: Universal Risk Mitigation Strategies for Controlled Substances 

on 10/10/2024 and is awarded 0.50 A.iw-A PRA Category 1 Credit. 

This activi.ty provides 0.50 hours of mandatory controlled substances CME credit for physicians and other 
prescribers. 

.IOWTIY ~~ 
Jilli I=•---~~ 

• IPCE CREDIT'• 

12001 Sunrise Valley Drive 
Suite 300 
Reston, VA20191 
Contact Us - Clinical Care 
illlWlllS (clioicaloptious com) 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 0.50 fnterprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP has reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category I credit(.\')TM toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
J. 

Sophia Kelley, MBA 
Mnnnger, Accreditation 

Clinical Care Options, LLC 
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CERTIFICATE 

Clinical Care Options. LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 4: Managing Opioid Thenpy 

on 10/10/2024 and is awarded 1.00 A.MA PRA Category l Credit. 

T/11:~ a,"lfrily pro~'ides J. 00 hours of mandatory controlled substances CME credit for physicians and other 
prescribers, 

Jf1l/ffl)f Jia:lllf::itlm~· 
'•••·o ~-.:-.• ..... '~ 

IPCE C~EOIT" 

1400 I Sunrise Valley Drive 
Suite 300 
R.e!i!OU, VA 20 H) t 
C®w;l 11:i • CUoisDI Care 
O~.ls>lioiqlqptiam '4ml) 
Jointly Accredilltted Provider 
Nom~r: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive LOO (nterprofessional Continuing Education (JPCE) credit for learning 
and change, 

The AAFP bas reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed It acceptable for AAFP credit. lerm of Approval ls from 
0S/31/2023 to 0S/30/2024. Physicians should cla.lm only the credit 
commensurate with the utent of their participation 1n the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
ns equivalent to AMA PR.A Category 1 credlt{s)TM toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Preseribed credH earned must be reported as Prescribed, not as Category 
I. 

Sophia Kelley. MBA 
Manager, Accreditation 

Clinical Care Options, LLC 
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CERTIFICATE 

Clinical Care Op~ions, LLC certifies that 

Leon Margolin, MD 

has participated in the enduring material titled 

Module 3: The Basics of Pain Management 

on 10/14/2024 and is awarded 1.00 AMA PRA Category I Credit. 

This activity provides 1. 00 hours of mandatory controlled substances CME credit for physicians and other 
prescribers. 

IPCE CREDIT'" 

12001 Sunrise Valley Drive 
Suite 300 
Reston, VA20191 
Contact Us - Clinical Care 
Qptions ( clinicaloptions.com) 
Jointly Accreditated Provider 
Number: 4008176 

In support of improving patient care, Clinical Care Options, LLC is jointly 
accredited by the Accreditation Council for Continuing Medical Education 
(ACCME), the Accreditation Council for Pharmacy Education (ACPE), and 
the American Nurses Credentialing Center (ANCC), to provide continuing 
education for the healthcare team. 

This activity was planned by and for the healthcare team, and learners will 
receive 1.00 Interprofessional Continuing Education (IPCE) credit for learning 
and change. 

The AAFP has reviewed DEA Course: Controlled Substance Prescribing: 
Comprehensive Education To Improve Quality of Care - Enduring, and 
deemed it acceptable for AAFP credit. Term of Approval is from 
05/31/2023 to 05/30/2024. Physicians should claim only the credit 
commensurate with the extent of their participation in the activity. 

AAFP Prescribed credit is accepted by the American Medical Association 
as equivalent to AMA PRA Category 1 credit(s)™ toward the AMA 
Physician's Recognition Award. When applying for the AMA PRA, 
Prescribed credit earned must be reported as Prescribed, not as Category 
1. 

Sophia Kelley, MBA 
Manager, Accreditation 

Clinical Care Options, LLC 
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SETTLEMENT AGREEMENT 

This Settlement Agreement ("Agreement") is entered into among the United States of 

America, acting through the United States Department of Justice and on behalf of the Office of 

Inspector General (OIG-HHS) of the Department of Health and Human Services (HHS) 

(collectively, the "United States"), and Leon Margolin, M.D. and Comprehensive Pain 

Management Institute, LLC (CPMI) (together, Defendants) (hereafter collectively referred to as 

"the Parties"), through their authorized representatives. 

RECITALS 

A. Leon Margolin is an interventional pain physician in Columbus, Ohio. He owns 

and operates CPMI. Margolin performs a variety of pain management and diagnostic 

procedures, including nerve conduction studies (NCS) and alcohol/substance abuse structured 

assessments and brief interventions of 30 minutes of longer, under code 00397 (referred to 

below as, "SBIRT"). 

B. The'United States contends that Margolin submitted or caused to be submitted 

claims for payment to the Medicare Program, Title XVIII of the Social Security Act, 42 U.S.C. 

§§ 1395-1395lll ("Medicare"). 

C. The United States contends that it has certain civil claims against Defendants 

arising from their knowingly submitting, or causing to be submitted, false claims to Medicare 

during the period from January I, 2013 through September 19, 2019 for: (l) NCS that were 

medically unnecessary because the patients did not need them and/or the studies were performed 

without electromyography, and (2) SBIRTs that were_ medically unnecessary and/or not provided 

as billed. That conduct is referred to below as the "Covered Conduct." 

D. This Settlement Agreement is neither an admission of liability by Defendants nor 

a concession by the United States that its claims are not well founded. 



To avoid the delay, uncertainty, inconvenience, and expense of protracted litigation of the 

above claims, and in consideration of the mutual promises and obligations of this Settlement 

Agreement, the Parties agree and covenant as follows: 

TERMS AND CONDITIONS 

1. Defendants shall pay to the United States $650,000 ("Settlement Amount") plus 

interest at a rate of 1.75 percent per annum from January 1, 2020, of which $325,849.00 is 

restitution. Defendants shall pay $450,000 of the total Settlement Amount no later than ten days 

after the Effective Date of this Agreement and shall pay the remaining $200,000 plus interest 

within four months of the Effective Date of this Agreement. Defendants shall make these 

payments by check pursuant to written instructions to be provided by the Civil Division of the 

United States Department of Justice. 

2. Subject to the exceptions in Paragraph 3 (concerning excluded claims) below, and 

conditioned upon Defendants' full payment of the Settlement Amount, the United States releases 

Defendants, together with CPMl's current and fonner parent corporations; direct and indirect 

subsidiaries; brother or sister corporations; divisions; current or former corporate owners; and the 

corporate successors and assigns of any of them, from any civil or administrative monetary claim 

the United States has for the Covered Conduct under the False Claims Act, 31 U.S.C. §§ 3729-

3733; the Civil Monetary Penalties Law, 42 U.S.C. § 1320a-7a; the Program Fraud Civil 

Remedies Act, 31 U.S.C. §§ 3801-3812; or the common law theories of payment by mistake, 

unjust enrichment, and fraud. 

3. Notwithstanding the release given in Paragraph 2 of this Agreement, or any other 

term of this Agreement, the following claims of the United States are specifically reserved and 

are not released: 

a. Any liability arising under Title 26, U.S. Code (Internal Revenue Code); 
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b. Any criminal liability; 

c. Except as explicitly stated in this Agreement, any administrative liability, 

including mandatory or permissive exclusion from Federal health care 

programs; 

d. Any liability to the United States (or its agencies) for any conduct other 

than the Covered Conduct; 

e. Any liability based upon obligations created by this Agreement; 

f. Except as explicitly stated in this Agreement, any liability of individuals; 

and 

g. Any liability for personal injury or property damage or for other 

consequential damages arising from the Covered Conduct. 

4. Defendants waive and shall not assert any defenses Defendants may have to any 

criminal prosecution or administrative action relating to the Covered Conduct that may be based 

in whole or in part on a contention that, under the Double Jeopardy Clause in the Fifth 

Amendment of the Constitution, or under the Excessive Fines Clause in the Eighth Amendment 

of the Constitution, this Agreement bars a remedy sought in such criminal prosecution or 

administrative action. 

5. Defendants fully and finally release the United States, its agencies, officers, 

agents, employees, and servants, from any claims (including attorney's fees, costs, and expenses 

of every kind and however denominated) that Defendants have asserted, could have asserted, or 

may assert in the future against the United States, and its agencies, officers, agents, employees, 

and servants related to the Covered Conduct and the United States' investigation and prosecution 

thereof. 
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6. The Settlement Amount shall not be decreased as a result of the denial of claims 

for payment now being withheld from payment by any Medicare contractor (e.g., Medicare 

Administrative Contractor, fiscal intermediary, carrier) or any state payer, related to the Covered 
. . 

Conduct; and Defendants agree not to resubmit to any Medicare contractor or any state payer any 

previously denied claims related to the Covered Conduct, agree not to appeal any such denials of 

claims, and agree to withdraw any such pending appeals. 

7. Defendants agree to the following: 

a. Unallowable Costs Defined: All costs (as defined in the Federal 

Acquisition Regulation, 48 C.F.R. § 31.205-47; and in Titles XVIII and XIX of the Social 

Security Act, 42 U.S.C. §§ 1395-1395111 and 1396-1396w-5; and the regulations and official 

program directives promulgated thereunder) incurred by or on behalf of Defendants, including 

CPMI's present or former officers, directors, employees, shareholders, and agents in connection 

with: 

( 1) the matters covered by this Agreement; 

(2) the United States' audit(s) and civil investigation(s) of the matters covered 

by this Agreement; 

(3) Defendants' investigation, defense, and corrective actions undertaken in 

response to the United States' audit(s) and civil investigation(s) in 

connection with the matters covered by this Agreement (including 

attorney's fees); 

(4) the negotiation and performance of this Agreement; and 

(5) the payments Defendants make to the United States pursuant to this 

Agreement 
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are unallowable costs for government contracting purposes and under the Medicare Program, 

Medicaid Program, TRICARE Program, and Federal Employees Health Benefits Program 

(FEHBP} (hereinafter referred to as Unallowable Costs}. 

' 
b. Future Treatment of Unallowable Costs: Unallowable Costs shall be 

separately determined and accounted for by Defendants, and Defendants shall not charge such 

Unallowable Costs directly or indirectly to any contracts with the United States or any State 

Medicaid program, or seek paymeqt for such Unallowable Costs through any cost report, cost 

statement, information statement, or payment request submitted by Defendants or any of CPMI' s 

subsidiaries or affiliates to the Medicare, Medicaid, TRICARE, or FEHBP Programs. 

c. Treatment of Unallowable Costs Previously Submitted for Payment: 

Defendants further agree that within 90 days of the Effective Date of this Agreement they shall 

identify to applicable Medicare and TRI CARE fiscal intermediaries, carriers, and/or contractors, 

and Medicaid and FEHBP fiscal agents, any Unallowable Costs (as defined in this Paragraph) 

included in payments previously sought from the United States, or any State Medicaid program, 

including, but not limited to, payments sought in any cost reports, cost statements, information 

reports, or payment requests already submitted by Defendants or any of CPMl's subsidiaries or 

affiliates, and shall request, and agree, that such cost reports, cost statements, information 

reports, or payment requests, even if already settled, be adjusted to account for the effect of the 

inclusion of the unallowable costs. Defendants agree that the United States, at a minimum, shall 

be entitled to recoup from Defendants any overpayment plus applicable interest and penalties as 

a result of the inclusion of such Unallowable Costs on previously-submitted cost reports, 

information reports, cost statements, or requests for payment. 

Any payments due after the adjustments have been made shall be paid to the United 

States pursuant to the direction of the Department of Justice and/or the affected agencies. The 
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United States reserves its rights to disagree with any calculations submitted by Defendants or any 

ofCPMI's subsidiaries or affiliates on the effect of inclusion of Unallowable Costs (as defined in 

this Paragraph) on Defendants' or any of CPMI's subsidiaries or affiliates' cost reports, cost 

statements, or information reports. 

d. Nothing in this Agreement shall constitute a waiver of the rights of the 

United States to audit, examine, or re-examine Defendants' books and records to determine that 

no Unallowable Costs have been claimed in accordance with the provisions of this Paragraph. 

8. Defendants agree to cooperate fully and truthfully with the United States' 

investigation of individuals and entities not released in this Agreement. Upon reasonable notice, 

Defendants shall encourage, and agree not to impair, the cooperation of CPMI's directors, 

officers, and employees, and shall use its best efforts to make available, and encourage, the 

cooperation of former directors, officers, and employees for interviews and testimony, consistent 

with the rights and privileges of such individuals. Defendants further agree to furnish to the 

United States, upon request, complete and unredacted copies of all non-privileged documents, 

reports, memoranda of interviews, and records in its possession, custody, or control concerning 

any investigation of the Covered Conduct that they have undertaken, or that has been performed 

by another on their behalf. 

9. This Agreement is intended to be for the benefit of the Parties only. The Parties 

do not release any claims against any other person or entity; except to the extent provided for in 

Paragraph 10 (waiver for beneficiaries paragraph), below. 

10. Defendants agree that it waives and shall not seek payment for any of the health 

care billings covered by this Agreement from any health care beneficiaries or their parents, 

sponsors, legally responsible individuals, or third party payors based upon the claims defined as 

Covered Conduct. 
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11. Each Party shall bear its own legal and other costs incurred in connection with 

this matter, including the preparation and performance of this Agreement. 

12. Each Party and signatory to this Agreement represents that it freely and 

' 
voluntarily enters in to this Agreement without any degree of duress or compulsion. 

13. This Agreement is governed by the laws of the United States. The exclusive 

jurisdiction and venue for any dispute relating to this Agreement is the United States District 

Court for the Southern District of Ohio. For purposes of construing this Agreement, this 

Agreement shall be deemed to have been drafted by all Parties to this Agreement and shall hot, 

therefore, be construed against any Party for that reason in any subsequent dispute. 

14. This Agreement constitutes the complete agreement between the Parties. This 

Agreement may not be amended except by written consent of the Parties. 

15. The undersigned counsel represent and warrant that they are fully authorized to 

execute this Agreement on behalf of the persons and entities indicated below. 

16. This Agreement may be executed in counterparts. each of which constitutes an 

original and all of which constitute one and the same Agreement. 

17. This Agreement is binding on Defendants' successors, transferees, heirs, and 

assigns. 

18. All Parties consent to the United States' disclosure of this Agreement, and 

information about this Agreement, to the public. 

19. This Agreement is effective on the date of signature of the last signatory to the 

Agreement (Effective Date of this Agreement). Facsimiles and electronic transmissions of 

signatures shall constitute acceptable, binding signatures for purposes of this Agreement. 

7 



DATED: _' |? | 220 

DATED: _0' [es lzo 

THE UNITED STATES OF AMERICA 

so OL CE DATED: \|2 @ BY: 

BY: 

BY: 

  

CHRISTOPHER G. WILSON 

Trial Attorney 
Commercial Litigation Branch 
Civil Division 
United States Department of Justice 

  

    MARK T. D’ALESSANDR 
Civil Chief 

ANDREW M. MALEK. 
Assistant United States Attorney 
United States Attorney’s Office 
for the Southern District of Ohio 

x i pe [@ 

LISA M. RE 
Assistant Inspector General for Legal Affairs 
Office of Counsel to the Inspector General 
Office of Inspector General 
United States Department of Health and Human Services 

  

 

DATED: _' |? | 220 

DATED: _0' [es lzo 

THE UNITED STATES OF AMERICA 

so OL CE DATED: \|2 @ BY: 

BY: 

BY: 

  

CHRISTOPHER G. WILSON 

Trial Attorney 
Commercial Litigation Branch 
Civil Division 
United States Department of Justice 

  

    MARK T. D’ALESSANDR 
Civil Chief 

ANDREW M. MALEK. 
Assistant United States Attorney 
United States Attorney’s Office 
for the Southern District of Ohio 

x i pe [@ 

LISA M. RE 
Assistant Inspector General for Legal Affairs 
Office of Counsel to the Inspector General 
Office of Inspector General 
United States Department of Health and Human Services 

  

 

THE UNITED STATES OF AMERICA 

, /?.J?..~D 
DATED:~ BY: c¼~ 

CHRISTOPHER G. WILSON -

DATED: l ]).?, l ).O~ 

DATED: ol /z., lz.0 

Trial Attorney 
Commercial Litigation Branch 
Civil Division 
United Stat~es De~artment of J~tice 

Bv, di_l · ·, J,urA& ~ 
MA T. D'ASSANDRO \ 
Civil Chief 

ANDREW M. MALEK 
Assistant United States Attorney 
United States Attorney's Office 
for the Southern District of Ohio 

BY: o(i ::p.JY@ 
LISAM.RE 
Assistant Inspector General for Legal Affairs 
Office of Counsel to the Inspector General 
Office of Inspector General 
United States Department of Health and Human Services 
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MARGOLIN AND CMPI - DEFENDANTS 
  

patep: 0//(5/ £020 py. dit . LMazite 

DATED: 
1.15.20 
  

BY: 

  

LEON MARGOLIN, M.D. 

Individually and on behalf of Comprehensive Pain 
“WA Institute, LLC 

Ohh 
  

NICK OBERHEIDEN 

~ Counsel for Margolin and Comprehensive Pain 
Management Institute, LLC 
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Comprehensive Pain Management Institute, LLC 
Medical and lnteIVentional Pain Management 

5245 East Main Stree~ Columbus, Ohio 43213 
Phone: 614.367.1654; Fax: 614.453.8222 

10/18/19 

Attn: Christopher G. Wilson Esq. 

Bye mail: Christopher.G.Wilson@usdoj.gov 

tear Mr. Wilson, 

lease find two additional expert letters attached. As we discussed during my PowerPoint presentation we have been 
fully compliant with the CID procedures, we have produced more than 35,000 documents and prepared a detailed 
PowerPoint presentation and we want to confirm our commitment of compliance in the future. 

Our practice representative contacted AANEM and received a written clarification from Millie Sulk, JD, MPP, AANEM 
Health Policy Director stating that" AANEM does not have any "best practices" established for pain management" and 
that AANEM endorses AAPMR policies. 

We provided a detailed study ABPMR (certifying body of AAPMR) that analyzed all the CID charts, provided a clear 
scientific proof of medical necessity and showed our full compliance with the state and national guidelines. This study 
was validated by the top experts in the field (Professor Kimura and Professor Wainepal). 

We also provided independent certified billing and coding expert reviews (2012-2015) that confirm compliance of our 
billing practices. 

In addition, I attached to this letter the expert report from Dr. William Vasilakis PhD who is a clinical pain psychologist, 
the former director of the department of Addiction Medicine at Lancaster Hospital) who treated most of the patients in 
the CID list and is closely familiar with our NCV/EMG consent policy and SBIRT/G code protocol. 

I also attached expert letter of Michael Staples (former SMBO investigator and police detective) provides a detailed 
eport based on onsite voluntarily self-audit that explains how our policies and practices (including EMG/NCV protocol 
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and SBIRT protocol) are necessary to comply with the state law and SMBO regulations (of note MLN (ICN 904084) 

requires a physician to create the SBIRT protocol in compliance with the state law). 

,t the same time we are not aware of any expert opinions that lead the CID team investigation. This a very complex 

rea of medicine that involves high risk vulnerable patients that cannot be evaluated based on the statistical 

extrapolations and financial objectives without proper clinical expert guidance. 

! For example, we find it concerning that we are challenged on the necessity of our SBIRT protocol(G codes) procedures 

i that are required by the state law (please review Michael Staples attached) . At the same time, our practice is invited by 

the leading experts to present our SBIRT protocol procedures at the state and national meetings to other physicians in 

the field. These procedures include face to face time spent by physician and the nurse practitioners, more that 30 min 

of telecommunication video material, structured review of several assessments including patient's history and physical 

, examination, PADT, COMM, Flowchart form based on SMBO Administrative Rule 4731-21-02, withdrawal assessment 

form, point of care and conformation urine and saliva drug screen reviews, OARRS reviews, and several educational 

materials. The initial evaluations include additional assessments such as SOAPP-R and ORT and additional educational 

materials. 

1 
Denial payments for the appropriate testing and screening procedures for drugs and alcohol required by the state and 

• national guidelines would not only significantly impact CPMl's ability to function as a business, but would also put an 
extremely vulnerable patient population at risk. Our patient population is unique as compared to many of my 
peers. Our patients are extremely complex; we take pride in creating individualized treatment plans which do require a 
significant amount of testing and time for screening for substance and alcohol use. However, this allows our patients 
to achieve an extraordinary level of function relative to managing their pain and prevent morbidity and mortality. The 

uality of care we provide resulted in several clinical awards (i.e. Patient Choice Award, Most Compassionate Doctor 
wards for several years, 2019 "Top 10" Ohio physician award in Pain Medicine) and referrals we get from major 
ospitals such as OSU Medical Center, Riverside, Grant, Mt Carmel, Adina Health and University Hospitals in Cleveland 

and even other pain management practices. 

Our practice has already run into a 6 figure cost for this protracted investigation, productivity loss and significant time 
investment in the review and production of more than 35,000 documents that have already taken a toll on our ability 

' to operate, manage records and treat our patients (as you know, we are a small independent practice). 

Many of our patients are opioid-dependent, if their medications are not timely reviewed, this can cause patient 
morbidity incident to abruptly stopping treatment. 

As you know, it is difficult for many patients to find alternative providers. If left untreated, patients may turn to illicit 
means of obtaining substitute medications which drastically increases the risk of overdose and death (overdose death 

1 rate in Ohio is the highest in the nation and is up more than 800% since 2013). The cost of the opioid epidemic is 
estimated as more the 600 billion nationwide, we run a low cost program that saved hundreds of thousands of dollars 
to Medicare by identifying and referring for addiction treatments hundreds of patients using our SBIRT protocol. We 

i billed much lower rates than comparable hospital based programs and chose lower cost codes (i.e. G codes vs. office 
isit and time codes). 
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_ In summary, denial payments for the appropriate testing and screening procedures for drugs and alcohol puts in danger 

. about several hundred high-risk patients. As we discussed during my PowerPoint presentation, as a physician and 

_ medical director that is committed to the ethical treatment and care of my patients, | have a duty and obligation to 

xpress these concerns without fear of retaliation. 

| will enclose this letter to my compliance policy and will have to generate appropriate notes in the charts of the patients 

at risk and may need to take additional appropriate steps (as per state and federal guidelines) to ensure safety of this 

vulnerable patient population. 

Our practice is in the forefront of the “opioid epidemic” fight. We hope to see Medicare and DO) as an ally in this fight 

acting in compliance with the HHS 5 point strategy, rather than an adversary who tries to avoid payments for the 

appropriate services, so we can benefit the care and safety of our patients. 

Sincerely, 

Leon Margolin, M.D., Ph.D.

In summary, denial payments for the appropriate testing and screening procedures for drugs and alcohol puts in danger 
about several hundred high-risk patients. As we discussed during my PowerPoint presentation, as a physician and 
medical director that is committed to the ethical treatment and care of my patients, I have a duty and obligation to 
xpress these concerns without fear of retaliation. 

I will enclose this letter to my compliance policy and will have to generate appropriate notes in the charts of the patients 
at risk and may need to take additional appropriate steps (as per state and federal guidelines) to ensure safety of this 
vulnerable patient population. 

Our practice is in the forefront of the "opioid epidemic" fight. We hope to see Medicare and DOJ as an ally in this fight 
acting in compliance with the HHS 5 point strategy, rather than an adversary who tries to avoid payments for the 

, appropriate services, so we can benefit the care and safety of our patients. 

I Sincerely, 

Leon Margolin, M.D., Ph.D. 
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    LYNN R. WEBSTER, M.D. 

       SALT LAKE CITY, UT  
 
 

RE: Leon Margolin M.D. PhD 
       5245 E Main ST. Columbus 
        Ohio 43213 

To Whom It May Concern:         

I am writing to offer my strong support for Dr. Leon Margolin’s advocacy for universal Screening, 
Brief Intervention, and Referral to Treatment (SBIRT) for all patients prescribed opioids, especially 
those at high risk, as well as his use of electrodiagnostic studies (NCS/EMG) to document organic 
pathology, such as neuropathic pain, in complex pain patients. As a board-certified 
anesthesiologist, pain medicine physician, and addiction specialist with over 30 years of 
experience, I have seen firsthand the value of these tools in enhancing patient safety, ensuring 
proper opioid prescribing, and improving outcomes. I am an authority on screening tools for 
substance use disorders for patients being considered opioid therapy.  

SBIRT is a critical component of responsible opioid prescribing. By screening patients for risk 
factors such as substance misuse, intervening early, and referring them for additional support, 
when necessary, SBIRT helps mitigate the risks associated with opioid therapy. SBIRT reduces 
healthcare costs, decreases substance misuse, and lessens the likelihood of overdose. This tool is 
particularly vital in high-risk populations, who are often at a greater risk of addiction and adverse 
outcomes from opioid treatment. By integrating SBIRT as a universal precaution, we can enhance 
our ability to identify patients needing additional support, ultimately improving patient safety and 
care continuity. 

The U.S. government, specifically the Substance Abuse and Mental Health Services Administration 
(SAMHSA), actively supports the use of SBIRT by providing funding for states, territories, and tribal 
organizations to implement SBIRT programs in various healthcare and community settings. 
SAMHSA funds training and technical assistance to support SBIRT implementation across 
healthcare practices, underscoring the recognized value of SBIRT as a proactive approach to 
substance misuse prevention.  

Adopting these methods as standard practice offers a powerful approach to managing the 
complexities of opioid prescribing and chronic pain treatment. SBIRT and electrodiagnostic studies 
collectively provide a framework for comprehensive risk management, allowing providers to make 
well-informed decisions about pain management. These tools not only help ensure medical 
necessity for opioid use but also support providers in adhering to best practices and legal 
standards, safeguarding patient care and reducing liability. 

I offer this letter of support freely and without compensation, drawing upon my background as a co-
founder of the Utah Academy of Pain Medicine, past president of the American Academy of Pain 
Medicine, and current Senior Fellow at the Center for U.S. Policy, where I work on issues related to 
pain management and opioid safety. With over 300 peer-reviewed publications, multiple NIH and 
FDA engagements, and three decades of clinical research and education in pain and addiction 
medicine, I am confident that Dr. Margolin’s approach will enhance patient care and set a high 
standard for safe, responsible opioid prescribing practices. 

Thank you for considering this endorsement of Dr. Margolin’s proposals to strengthen patient safety 
and opioid prescribing standards. 

Warm regards, 

 

Lynn Webster M.D.  
801.560.1707 

LRWEBSTERMD@GMAIL.COM 
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BACKGROUND 

The explosion of overdose risk in the opioid epidemic since 1999,and the concomitant Opiate Use 
Disorder (OUD) have cost in excess of $600 billion, killing tens of thousands nationally, devastating 
families, and harming communities and the country. Another opioid epidemic cost estimate from 2011 by 
the Institute of Medicine_put the cost in the vicinity of 560-635 billion dollars annually (74). Since 1999, 
more than 600,000 people in the USA and Canada have died from an opioid overdose •. Indeed, the rate of 
mortality in each country exceeds that of the worst of the HIV/AIDS epidemic_(75). In 2007-2014 opioid 
dependence rose 3,203% (per cent), and, between 2011-2015, privately insured opioid abuse charges rose 
from 72$ million to 722$ million. A sizable portion of the public has opioids in their blood, with opioid: 
impaired driving implicated in multiple accidents, from 2011 to 2014 pregnancy drug dependence 
diagnoses rising_511 %, and neonatal abstinence syndrome diagnosis rising more than fourfold (76). 

According to the Centers for Disease Control and Prevention (CDC), between 2015-2020, Ohio had 
consistently been one of the top-5 states for drug overdose mortality rates. (CDC 2022). In 2015, Ohio 
tied with Kentucky for the third highest drug overdose mortality rate in the United States, with 29.9 
deaths per 100,000 people (3,310 total deaths). (CDC 2022). In 2016, Ohio had the second highest drug 
overdose mortality rate with 39.1 deaths per 100,000 people (4,329 total deaths). (CDC 2022). In 2017, 
Ohio had the second highest drug overdose mortality rate in the nation with 46.3 deaths per 100,000 
people (5,111 total deaths). (CDC 2022). Additional research conducted in 2017, focusing on opioid 
mortality, found Ohio to have the second-highest opioid mortality rate in the US, representing more than 
2.6 times the death rate compared to the US average (39.2 per 100,000 people in OH vs. 14.6 per 100,000 
people in US, see Figure la below). 

Rate of Opioid Related Overdose Deaths in Ohio 

Source: CDC WONDER 

Figure 1.a 

Note; Based on 2017 CDC data, Ohio has the second highest opioid mortality rate in the U.S. 
with more than 2.6 times the U.S. national average mortality rate (OH= 39.2 deaths per 100,000 
people; National Average= 14.6 deaths per 100,000). 
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Figure l.b 

Note: Unintentional overdose death rate (based on harm Reduction Ohio). 

Source: 

The above data clearly demonstrates the devastating effect the opioid epidemic has had on the state of 
Ohio. DEA data shows that, on average, at least 12-15 people die in Ohio0 Franklin county alone reported 
than 11,300 overdoses since 2018. (DEA 2020). According to the CDC, in 2020, Ohio saw_47.2 
unintentional drug overdose deaths per 100,000 residents.(CDC 2022) This was the fourth highest drug 
overdose rate death in the United States and resulted in 5,204 total deaths.(CDC 2022) That same 
year, 86% of overdose deaths involved opioids, with_81 % included fentanyl or fentanyl analogs, 
according to the Ohio Department of Health, which appropriately noted that "every community has been 
impacted by the disease of addiction." (Ohio Attorney General 2021 ). As evidenced above, opioid-related 
deaths have increased annually since 2010 ( except for one-year interval between 2017-18t and fatalities 
exceeded 5,200 in 2020, with a 26 percent increase following_the previous year. (CDC 2022). 

In Ohio, a serial cross-sectional analysis for all fatal opioid poisonings between January 1, 2010 and 
December 31, 2016 (N = 12,782). Calculated the burden of fatal opioid overdoses_in Years of Life Lost 
(YLL). YLL were mapped with respect to geographic and cultural regions. Opioid overdose~ resulted in 
508,451 total YLL. In the year 2016 alone, there were 136,679 YLL attributable to fatal opioid 
poisonings. Fentanyl-related YLL rose from 7.5% of all YLL related to opioid overdose in 2010 to 69.0% 
in 2016, while overall opioid overdose mortality continued to rise annually. (O.T. Hall, et al. 2020). 

Notably, both addiction professionals (O.T. Hall, et al. 2020) and the Substance Abuse and Mental Health 
Services Administration (SAMHSA 2017) have identified Screening, Brief Intervention, and Referral to 
Treatment (SBIRT) services as being effective in preventing opioid mortality, improving function, and 
decreasing pain. SBIRT services are evidence-based, early interventions that physicians use to address the 
risk of substance abuse, overdose, and death with patients receiving treatment with opioids or other 
dangerous drugs. SBIRT consists of three primary components: 
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(1) Screenings to assess a patient's risk for substance abuse and to determine the appropriate level of 
treatment; 

(2) Brief interventions by engaging the patient in short conversations to increase their awareness of 
risky substance use behaviors and to provide feedback, motivation, and advice; and 

(3) Referral for additional treatment or services when necessary. (CMS 2022). 

Notably, a large study of SBIRT outcomes found that SBIRT, at the six-month follow-up'point, lowered 
illicit drug use by 68% and lowered heavy alcohol use by 39%. (Agerwala, SM, et al. 2012). Moreover, 
SBIRT protocols are often mandatory for the compliant operation of a pain management clinic, especially 
clinics providing medical management to populations with a significant portion of high-risk patients in 
high-risk areas, like Ohio. By way of example, Ohio law sets stringent requirements for pain management 
clinics and physicians that prescribe controlled substances as part of their pain management services. 
(OAC § 4731-29-01). 

Despite the clear benefit (and potential necessity for compliance purposes), SBIRT services are frequently 
denied coverage by insurance carriers. Defining them as "unallowable costs," cGoverage denials for these 
services by third-party payers have placed both patients and pain medicine staff at considerable risk. This 
article aims discusses_how specific policies and methods implemented by certain insurers have impacted 
Ohio families, communities, and the state. 

Pain Medicine Practice Protocols Based on the American Society of Addiction Medicine Guidance. 

The American Society of Addiction Medicine (ASAM) recommends pain medicine practitioners provide 
SBIRT screening and other services to monitor and assess pain patients and/or patients with substance use 
disorders (SUDs). Over the past several decades, there has been an increased call for "universal 
precautions" in the evaluation and management of patients with SUDs and serious pain issues, 
particularly chronic pain. Similar to the management of patients with infectious diseases (wherein 
clinicians generally assume that all patients are potential carriers of serious transmissible agents (e.g., 
HIV, hepatitis B/C, etc.) and must take appropriate precautions), clinicians specializing in pain 
management must consider each patient presenting with pain issues to potentially suffer from ( or be at 
risk for) substance use disorders, including the potential for aberrant behaviors and adverse 
outcomes.(ASAM 2017; Douglas Gourlay, et al. 2006; Laxmaiah Machikanti, et al. 201 O; Ohio Dept. 
MHAS 2023). 

Somatic pain comes from damage to musculoskeletal structures and certain soft tissues (e.g., bones, 
muscles, skin, and mucus membranes). Somatic pain is the type of pain you experience from cuts to your 
skin or overused muscles. (Cleveland Clinic 2024). Analgesics such as opioids block the experience of 
somatic pain. For this reason, they sometimes are referred to as anti-nociceptive agents because they 
block the perception of noxious (painful) information. In the case of inflammatory pain (in contrast to 
visceral pain or musculoskeletal pain), where inflammation is the cause of the pain, an analgesic such as a 
non-steroidal, anti-inflammatory drug (NSAID) actually blocks the generation of the pain. However, 
neuropathic pain does not signal injury to a bone, muscle, or organ in the body, but rather an injury to a 
nerve cell. This distinction is important in clinical practice because traditional anti-nociceptive agents are 
typically ineffective at relieving neuropathic pain. (R. Dworkin, et al. 2010). Therefore, distinguishing 
between somatic (nociceptive) and neuropathic pain is an important component of clinical care. (ASAM 
2017; M. Bennett 2001). The general lack of efficacy of anti-nociceptive agents to treat neuropathic pain 
provides the basis for the medical necessity of alternative treatments, such as electro diagnostic and 
autonomic studies in chronic pain management. Moreover, the availability of an opioid-alternative 
treatment for chronic pain patients should be viewed as a positive considering the current state of the 
opioid epidemic. 
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InsurersOften Deny SB/RT and Opioid-Alternative Treatments 

Many insurance companies operate as for-profit corporations that are invested in the stock market, with a 
strong financial incentive to maximize their bottom line. Even federal healthcare programs are under 
significant pressure to cut healthcare costs with strong financial incentive programs. Unfortunately, this 
focus appears to provide insurers a strong financial incentive to adopt policies that inappropriately deny 
life-saving services, such as SBIRT and other pain management services and procedures. 

Notably, fifteen U.S. Senators recognized this problem and sent a letter to the largest Ohio Medicaid 
insurer, CareSource, in 2018 to voice their concerns over the insurer's pain management and substance 
use disorder policies. In brief, the U.S. senators expressed their concerns to CareSource that it had 
adopted certain policies which were exacerbating the nation's opioid epidemic. (Sherrod Brown 2018). 
The Senators urged CareSource to reexamine its policies and to adopt new policies to promote non
addictive pain management options. In addition to CareSource, Molina has adopted similar policies 
restricting non-addictive pain management options, which could also exacerbate the nation's opioid 
epidemic. We are concerned based on the documents enclosed that Molina demonstrated similar concerns 
to the issues described in the letter (please find Molina patient complaints enclosed). 

Inappropriate denials of beneficial SBIRT services can result in insufficient testing, monitoring, screening 
and lack of alternatives to opioid medications which could very likely lead to: (i) providers prescribing 
opioids in inappropriate situations to patients with heightened risks of substance abuse or diversion to 
other people; or (ii) providers not prescribing appropriate pain medications to patients who may look for 
alternatives "on the street." Both situations pose significant risks of morbidity and mortality. Moreover, 
the inappropriate denials could lead to increased costs for patients. The cost of SBIRT is minimal: about 
50-60 dollars per 30 minutes of physician time of level 3 or 4 office visit charge. The cost of 
hospitalization, including ER, inpatient care, ICU, detoxification, and maintenance programs is 
astronomic. These risks and costs can be reduced by appropriate patient screening and treatment in 
outpatient programs like our practice (Comprehensive Pain Management Institute). 

Until insurers adopt policies insurers that promote (and cover the costs of) services focused on better 
monitoring (e.g., SBIRT services) and provide_opioid-alternative treatment options (e.g., EMGs) to high
risk patients, opioid-related mortality and crime rates will continue to rise. Families, communities, the 
state, and the country will face growing negative implications from the opioid epidemic. For instance, in 
2022, every branch of the U.S. military announced record low recruitment due, in part, to the opioid 
epidemic.(NBC News 2022). 

METHOD 

Inclusion criteria for the records included: 

This is a retrospective review of the overdose risk as reflected by the NARX score of the individuals who 
were referred SBIRT and urine drug screens, evaluation, and treatment by our program but were denied 
coverage by insurance. We have obtained a Prescription Monitoring Data (PMD) report for each of the 
142 patients. The charts were selected randomly from the database of the denied referrals available. 

Exclusion criteria for the records included: 

The patients who got the insurance denial overturn and were able to obtain access to the services. 
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Ethical considerations: 

All data was collected and processed in compliance with the Comprehensive Pain Management Institute 
(CPMI) HIPAA and CFR 42 part2 policy, state, and federal regulations. 

Statistical analysis: 

To determine if there is a significant difference in NARX score based on MME, at two sample t-test was 
used. For each insurer, the t-test compared the average NARX score for low MME patients (<=15) and 
high MME (> 15) patients. 

To measure the efficacy of participation in the treatment program, patients were measured in terms of 
Functional Improvement and Pain reduction. Patients were compared based on their length of 
participation in the program (less than 2 years, versus 2 years or more) versus their degree of 
improvement. A chi square test was used to measure efficacy versus treatment length. 

The actual p-values are shown (not just whether the value exceeds a threshold value, such as .05). 

Medical Legal Literature Review: 

The authors utilized state news and press release archives, state, and federal government websites 
(including those pertaining to opioid statistics and the opioid epidemic), medical journals, medical insurer 
websites, professional organization websites, state and federal regulations, and medical records to 
investigate the impact of medical insurance and governmental regulators policies on public safety and the 
opioid epidemic (see "Discussion") . 

Point-of-care (POC) urine drug screen studies (UDS) testing was performed in compliance with state and 
federal guidelines as part of the patient monitoring program, using the risk stratification scale discussed 
above. Data shows a significant impact of the testing on the patient treatment plan and compliance. 

Ultrasound-guided procedures (peripheral nerve blocks, trigger-point injections, and others) are 
minimally invasive procedures that are cost-effective alternatives to opioid medications required by the 
guidelines. All patients received the informed consent and the medical necessity forms. Statistical 
analysis shows these procedures had a strong impact on patient treatment plans and compliance. 

RESULTS 

Table 1: 

AVERAGE 
NARX Number 

Insurer SCORE Patients 

Aetna 310.5 43 

Caresource 309.8 59 
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I Molina 310.0 I 

Review of the prescribing provider lists on Ohio Automated RX Reporting System (OARRS) reports 
show that, on most occasions~ the patients had significant difficulties in finding a qualified pain provider 
for three months or more. 

Analysis of NARXIMME Data by Insurer (DATA SUMMARY). 

There are one-hundred forty-two (142) data points. Of these, eighty-two (82) had a morphine milligram 
equivalent (MME) value of zero (0) and the medication was "None.: These points were excluded from 
the analysis. One ( 1) patient had a medication of "None" but had a non-zero MME score. This patient was 
included in the analysis. Three (3) patients had MME values that were outliers (illustrated below). Since 
the MME values were more than six (6) standard deviations above the mean, it was assumed these values 
were incorrect and were excluded from the analysis. After these adjustments, we had fifty-six (56) data 
points remaining for analysis. 

Based on the review ofNARX score of patients denied care, it is abundantly_evident that the very high
risk patients (i.e., NARX score above 300, which indicates they are more than 25 times above average 
risk of overdose) were affected the most (see Fig. 2 below). The systematic denial of SBIRT services 
resulted in a higher risk for overdose and death which was about 10 times higher than average. 1 

The patients' high MME values reflect the fact that the vast majority of patients in the study who were 
denied access to care were already on significant doses of opioids, initiated by their primary care or other 
providers.This fact greatly increases the risks of denial of access to care. 

25 

O lC ... 
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u 

i} 

Count of MME Scores 

I I I I I -
Ml\'1E SCORE 

1 Please refer to the NARX score review material enclosed. 
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Figure 2: MME scores analysis 

SUMMARY OF RESULTS 

For Aetna, the average NARX score was significantly higher for high MME patients than for low MME 
patients. 

For CareSource, the average NARX score was NOT significantly higher for high MME patients than for 
low MME patients. 

For Molina, the average NARX score was higher for high MME patients than for low MME, but the 
result was not strong enough to be considered statistically significant. 

  

  

  

    

DETAILS 

AETNA 

NARX 
AVERAGE NUMBER PATIENTS 

MME<=15 232.9 7 

MME>15 366.7 18 

Difference 133.8         

Difference in means is tested with a t-test 

t= -2.93 p=.008 

The probability of seeing a difference this large by chance is .008 (i.e., negligible). 
This large difference is statistically significant and corroborates our hypothesis that 
denial of these tests has a clear detrimental effect for high MME patients. 

  

  

  

CARESOURCE 

NARX 

AVERAGE NUMBER PATIENTS 

MME<=15 310.0 5 

  

MME>15 322.7 11          

Figure 2: MME scores analysis 

SUMMARY OF RESULTS 

For Aetna, the average NARX score was significantly higher for high MME patients than for low MME 
patients. 

For CareSource, the average NARX score was NOT significantly higher for high MME patients than for 
low MME patients. 

For Molina, the average NARX score was higher for high MME patients than for low MME, but the 
result was not strong enough to be considered statistically significant. 

DETAILS 

AETNA 

MME<=15 

MME>15 

Difference 

NARX 
AVERAGE 

232.9 

366.7 

133.8 

Difference in means is tested with at-test 

t= -2.93 p=.008 

NUMBER PATIENTS 

7 

18 

The probability of seeing a difference this large by chance is .008 (i.e., negligible). 
This large difference is statistically significant and corroborates our hypothesis that 
denial of these tests has a clear detrimental effect for high MME patients. 

CARESOURCE 

NARX 
AVERAGE NUMBER PATIENTS 

MME<=l5 310.0 5 

MME>15 322.7 11 
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Difference 12.7 

  

Difference in means is tested with a t-test 

t= -.18 p=.85 

The probability of seeing a difference this large by chance is .85. As such, we 
conclude that this difference is not statistically significant. 

  

  

  

  

  

MOLINA 

NARX 

AVERAGE NUMBER PATIENTS 

MME<=15 233.2 3 

MME>15 260.9 12 

Difference 127.6         

Difference in means is tested with a t-test. 

=-1.27 

The probability of seeing a difference this large by chance is .23. Again, we conclude 

p=.23 

that this difference is not statistically significant. . 

  

  

  

  

  

  

  

  

AETNA DATA 

Patient NARX MME Medication 

R* 260 15 | Percocet 5/325mg 

D* 50 15 | Percocet 5/325mg 

S* 180 15 | Norco 5/325mg 

L* 260 15 | Norco 5/325mg 

P* 200 15 | Norco 5/325mg 

S* 450 10 | Norco 5/325mg           

  

 

I Difference 12.71 

Difference in means is tested with at-test 

t= -.18 p=.85 

The probability of seeing a difference this large by chance is .85. As such, we 
conclude that this difference is not statistically significant. 

MOLINA 

NARX 
AVERAGE NUMBER PATIENTS 

MME<=l5 233.2 3 

MME>15 260.9 12 

Difference 127.6 

Difference in means is tested with at-test. 

t= -1.27 p=.23 

The probability of seeing a difference this large by chance is .23. Again, we conclude 
that this difference is not statistically significant. . 

AETNA DATA 

Patient NARX MME Medication 

R* 260 15 Percocet 51325mg 

D* 50 15 Percocet 51325mg 

S* 180 15 Norco 51325mg 

L* 260 15 Norco 51325mg 

P* 200 15 Norco 51325mg 

S* 450 10 Norco 51325mg 
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M* 230 15 | Percocet 5/325mg 

L* 160 30 | Norco 7.5/325mg 

L* 520 37.5 | Oxycodone 5mg 

A* 500 22.5 | Percocet 5/325mg 

B* 300 60 | Oxycodone 10mg 

A* 270 22.5 | Percocet 5/325mg 

B* 470 30 | Oxycodone Sol 5mg/S5ml 

J* 280 30 | Percocet 5/325mg 

F* 320 30 | Norco 7.5/325mg 

J* 320 30 | Percocet 10/325mg 

M * 480 45 | Oxycodone 10mg 

C* 380 40 | Norco 10/325mg 

E* 380 33.75 | Percocet 7.5/325mg 

B* 300 45 | Percocet 7.5/325mg 

p* 450 40 | Norco 10/325mg 

M* 300 20 | Norco 5/325mg 

wW* 450 40 | Tramadol ER 100mg 

K * 360 18.75 | Percocet 5/325mg 

M* 360 67.5 | Oxycodone 15mg 

CARESOURCE DATA 

Patient NARX MME Medication 

S* 190 15 | Same (Norco 5/325mg) 

T* 340 15 | Same (Norco 5/325mg) 

L* 340 10 | Same (Norco 5/325mg)           

  
 

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

            
  

  

  

  

  

  

M* 230 15 | Percocet 5/325mg 

L* 160 30 | Norco 7.5/325mg 

L* 520 37.5 | Oxycodone 5mg 

A* 500 22.5 | Percocet 5/325mg 

B* 300 60 | Oxycodone 10mg 

A* 270 22.5 | Percocet 5/325mg 

B* 470 30 | Oxycodone Sol 5mg/S5ml 

J* 280 30 | Percocet 5/325mg 

F* 320 30 | Norco 7.5/325mg 

J* 320 30 | Percocet 10/325mg 

M * 480 45 | Oxycodone 10mg 

C* 380 40 | Norco 10/325mg 

E* 380 33.75 | Percocet 7.5/325mg 

B* 300 45 | Percocet 7.5/325mg 

p* 450 40 | Norco 10/325mg 

M* 300 20 | Norco 5/325mg 

wW* 450 40 | Tramadol ER 100mg 

K * 360 18.75 | Percocet 5/325mg 

M* 360 67.5 | Oxycodone 15mg 

CARESOURCE DATA 

Patient NARX MME Medication 

S* 190 15 | Same (Norco 5/325mg) 

T* 340 15 | Same (Norco 5/325mg) 

L* 340 10 | Same (Norco 5/325mg)           

  
 

M* 230 15 Percocet 51325mg 

L* 160 30 Norco 7.51325mg 

L* 520 37.5 Oxycodone 5mg 

A* 500 22.5 Percocet 51325mg 

B* 300 60 Oxycodone 10mg 

A* 270 22.5 Percocet 51325mg 

B* 470 30 Oxycodone Sol 5mg/5ml 

J* 280 30 Percocet 51325mg 

F* 320 30 Norco 7.51325mg 

J* 320 30 Percocet I 01325mg 

M* 480 45 Oxycodone 10mg 

C* 380 40 Norco 101325mg 

E* 380 33.75 Percocet 7.51325mg 

B* 300 45 Percocet 7.51325mg 

P* 450 40 Norco 101325mg 

M* 300 20 Norco 51325mg 

W* 450 40 Tramadol ER 100mg 

K* 360 18.75 Percocet 51325mg 

M* 360 67.5 Oxycodone 15mg 

CARESOURCE DAT A 

Patient NARX MME Medication 

S* 190 15 Same (Norco 51325mg) 

T* 340 15 Same (Norco 51325mg) 

L* 340 10 Same (Norco 51325mg) 

9 



  

  

  

  

  

  

  

  

  

  

  

  

  

  

  

              

  

  

  

  

  

  

  

p* 250 15 | Same (Percocet 5/325mg) 

C* 430 10 | Same (Tramadol 50mg) 

D* 470 22.5 | Same (Oxycodone 5mg) 

L* 160 30 | Same (Percocet 5/325mg) 

B* 440 37.5 | Same (Oxycodone Smg) 

R* 540 45 | Same(Percocet7.5/325mg) 

Cc* 310 20 | Same (Tramadol 50mg) 

J* 320 40 | Same (Tramadol 50mg) 

H* 320 33.75 | Same(Percocet7.5/325mg) 

B* 340 22.5 | Same (Percocet 5/325mg) 

K* 420 30 | Same (Norco 10/325mg) 

T* 120 60 | Same(OxycontinER 20mg) 

L* 110 30 | None 

D* 270 15 | Same Norco 5/325mg 

C* Same Butrans Patch 
220 7.5 | 20mcg 

v* 390 30 | Same Oxycodone 5mg 

G* 50 11.63 | Same Percocet 7.5/325mg 

MOLINA DATA 

Patient NARX MME Medication 

D* 270 15 | Same Norco 5/325mg 

C* Same Butrans Patch 
220 7.5 | 20mcg 

v* 390 30 | Same Oxycodone 5mg 

G* 50 11.63 | Same Percocet 7.5/325mg             
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P* 250 15 Same (Percocet 51325mg) 

C* 430 10 Same (Tramadol 50mg) 

D* 470 22.5 Same (Oxycodone 5mg) 

L* 160 30 Same (Percocet 51325mg) 
' 

B* 440 37.5 Same (Oxycodone 5mg) 

R* 540 45 Same(Percocet7 .5/325mg) 

C* 310 20 Same (Tramadol 50mg) 

J* 320 40 Same (Tramadol 50mg) 

H* 320 33.75 Same(Percocet7 .5/325mg) 

B* 340 22.5 Same (Percocet 51325mg) 

K* 420 30 Same (Norco 101325mg) 

T* 120 60 Same( OxycontinER 20mg) 

L* 110 30 None 

D* 270 15 Same Norco 51325mg 

C* Same Butrans Patch 
220 7.5 20mcg 

V* 390 30 Same Oxycodone 5mg 

G* 50 11.63 Same Percocet 7.51325mg 

MOLINA DATA 

Patient NARX MME Medication 

D* 270 15 Same Norco 51325mg 

C* Same Butrans Patch 
220 7.5 20mcg 

V* 390 30 Same Oxycodone 5mg 

G* 50 11.63 Same Percocet 7.51325mg 
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T* 430 10 | Same Norco 5/325mg 

B* 270 30 | Same Tramadol 50mg 

T* 430 22.5 | Percocet 5/325mg 

R* 150 30 | Same Norco 7.5/325mg 

T* 630 45 | Same Oxycodone 10mg 

j* 280 30 | Same Tramadol 50mg 

C* 540 22.5 | Same Percocet 5/325mg 

S* 160 30 | Same Norco 7.5/325mg 

L* 370 20 | Different Tramadol 50mg 

E* 340 30 | Same Tamadol 50mg 

J* 410 22.5 | Same Oxycodone S5mg             

As demonstrated in a previous publication, the SBIRT services, which were unjustly denied by the 
insurers, often results in a very significant functional improvement and pain reduction over 1-2 years of 
treatment. (L. Margolin, D. Streem, et al. 2020). Moreover, SBIRT services can help prevent aberrant 
drug-seeking behavior and opioid use disorder.(L. Margolin, D. Streem, et al. 2020). 

Functional Improvement Analysis 

Based on the previously data (31,32), the table below compares Months in Program vs Functional 
Improvement (based on the PADT and other tools). Given the low number of patients in the ‘less than a 
2-year group, these 3 groups are combined. 

  

  

  

                

Table 2: 

Moderate | Significant | Very | Total 

Less than 2 years 16 7 6 29 

2 years 5 i 20 26 

21 8 26 55 

Table 3: 

  

Moderate | Significant | Very 
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T* 430 10 Same Norco 51325mg 

B* 270 30 Same Tramadol 50mg 

T* 430 22.5 Percocet 51325mg 

R* 150 30 Same Norco 7.51325mg 

T* 630 45 Same Oxycodone 10mg 

J* 280 30 Same Tramadol 50mg 

C* 540 22.5 Same Percocet 51325mg 

S* 160 30 Same Norco 7.51325mg 

L* 370 20 Different Tramadol 50mg 

E* 340 30 Same Tamadol 50mg 

J* 410 22.5 Same Oxycodone 5mg 

As demonstrated in a previous publication, the SBIRT services, which were unjustly denied by the 
insurers, often results in a very significant functional improvement and pain reduction over 1-2 years of 
treatment. (L. Margolin, D. Streem, et al. 2020). Moreover, SBIRT services can help prevent aberrant 
drug:seeking behavior and opioid use disorder.(L. Margolin, D. Streem, et al. 2020). 

Functional Improvement Analysis 

Based on the previously data (31,32), the table below compares Months in Program vs Functional 
Improvement (based on the PADT and other tools). Given the low number of patients in the 'less than a 
2-year group, these 3 groups are combined. 

Table 2: 

Moderate Significant Very Total 

Less than 2 years 16 7 6 29 

2 years 5 1 20 26 

21 8 26 55 

Table 3: 

I Moderate I Significant I Very 
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Less than 2 years 55.2% 24.1% 20.7% 

2 years 19.2% 3.8% 76.9% 

Note:% of Row Totals for the table above. 

For example, of the 26 patients with two years of treatments (for whom we also had data on Functional 
Improvement), 20 of them (76.9%) showed Very Significant Improvement. Performing a chi-square test 
in Table 3 (combining the first 2 columns to enhance the test) shows there is a significant difference in 
months of Treatment (p<.01). 

Functional Improvement Analysis Results 

Based on the previously data (31,32), there is a significant relation ( at .05 level) between Months in 
Program and Functional Improvement. The SBIRT protocol and other treatments in our program showed 
a strong statistically significant impact on the patient's functional improvement - which is the main 
outcome measure of the pain management program. 

Pain Reduction analysis 

Table 4: 

Moderate Significant Very Total 

Less than 2 years 22 4 2 28 

2 years 17 5 4 26 

Total 39 9 6 54 

Table 5: 

Moderate Significant Very 

Less than 2 years 78.6% 14.3% 7.1% 

2 years 65.4% 19.2% 15.4% 

Note: % of Row Totals for the table above. 

Most patients had only moderate pain reduction (72.2%). Of the patients in the program for two years, 
15% ( 4 out of 26) had Very Significant pain reduction while 65% of the two-year patients had Moderate 
Pain Reduction. Performing a chi-square test on Table 5 (combining the last 2 columns to enhance the 
test) shows there is a statistically significant difference in "months of Treatment" (p=.02). 
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Pain Reduction analysis results 

Based on the previously data (31,32), we could demonstrate a very significant pain (p=.02) reduction over 
time in our program. As time and participation in the program increases (more than 2 years), the pain 
reduction becomes more significant. 

DISCUSSION 

CPMI is a specialty pain management practice with offices in Columbus and Cleveland, Ohio. CPMI 
provides comprehensive care for hundreds of Medicaid patients and many others. CPMI primarily 
receives patients through referrals from hospitals and other physician practices (including primary care 
physicians). CPMI also takes patient referrals from other pain medicine practices for patients that have 
proven to be very difficult and/or very high risk. Generally, CPMI's patient population are complex, 
medium-to-high risk chronic pain patients with multiple medical and/or psychological co-morbidities. 
CPMI is licensed as a terminal distributor of dangerous drugs with a "pain management" classification 
through the Ohio Board of Pharmacy as required by Ohio law. (ORC § 4729.552). 

CPMI employs one pain-medicine physician, Dr. Leon Margolin, M.D., as well as several certified nurse 
practitioners. Dr. Margolin is responsible for coordinating narcotic prescriptions for CPMI patients 
following appropriate screening and providing interventional pain management. Due to CPMI's unique 
patient population and the increased risk for drug abuse or overdose, CPMI relies on SBIR T services to 
screen and track patient compliance with their opioid treatment regimen. Moreover, CPMI seeks to 
identify and provide non-opioid treatment alternatives and provide free evidence based patient 
education (see www.cpmiohio.com) to further minimize the risk of opioid abuse and overdose. 

L CONCERNS WITH INSURER POLICES THAT DO NOT COMPLY WITH EXPERT 
ADVICE AND REGULATORY REQUIREMENTS 

It appears that insurers with policies that frequently deny SBIRT services and Nerve Conductive Study 
("NCS") treatments, autonomic studies and other services to treat chronic pain patients are bereft of any 
consideration for accepted medical practices in pain medicine, legal requirements, or social demands (i.e., 
to shift away from opioid-dependent treatments). 

Academic and Expert Evidence Support SB/RT and NCS for Treatment of Chronic Pain Patients 

By implementing policies that denied coverage for opioid-alternative treatments (e.g., NCS without EMG, 
autonomic studies and other testing) and SBIRT services, insurers fail to acknowledge the plethora of 
evidence from academic and pain medicine expert sources that supports the use of SBIRT and NCS, 
autonomic studies and other services to treat chronic pain patients. The American Board of Physical 
Medicine and Rehabilitation (ABPMR) and numerous pain medicine experts have published academically 
reviewed articles and research in support of the medical necessity of such services for the treatment of 
chronic pain patients. 

By way of example, CPMI and the Chief of Psychiatry and Medical Director of the Alcohol and Drug 
Recovery Center at Cleveland Clinic Foundation published a peer-reviewed article demonstrating the 
benefits of SBIRT and NCS with or without EMG, autonomic studies and other services in treating 
chronic pain patients. (L. Margolin, D. Streem, et al. 2020). The publication reviewed fifty (50) high-risk 
CPMI chronic pain patients, seventy-four (74%) percent of whom had high-to-extremely high NARX 
scores ranging from 100-350. Patients with these ranges of high-risk NARX scores are 10-12 times more 
likely to overdose on opioids than the average patient. Accordingly, SBIRT services and NCS without 
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EMG autonomic studies and other services to treat chronic pain patients.were deemed essential to combat 
the heightened risks of over-prescription, overdose, and/or diversion. (L. Margolin 2020). 

Additionally, CPMI has engaged with the American Board of Physical Medicine and Rehabilitation 
(ABPMR) and several pain medicine experts, to assess CPMI's protocols and patient outcomes pertaining 
to NCS, autonomic studies and other services to treat chronic pain patients. Upon review of CPMI' s NCS 
protocols and outcomes, the pain medicine experts confirmed the medical necessity of such services in the 
interventional pain medicine setting. (Jim Kimura 2018; Stanley Wainapel 2018; William Vasilakis 
2019). 

IL INSURER POLICIES DO NOT COMPLY WITH STATE AND FEDERAL 
REGULATION AND CMS REQUIREMENTS 

Insurer policies that frequently deny coverage for SBIRT and NCS, autonomic studies and other services 
also fail to appropriately consider state laws, which may require such services. By way of example, Ohio 
law requires pain specialists prescribing controlled substances to continuously monitor their high-risk 
patients. (OAC § 47311-11-14 ). In fact, pain specialists are prohibited from allowing more than three (3) 
months to pass between assessments. (OAC § 47311-11-14). The purpose of the law is to ensure opioid
using patients are properly monitored for signs of misuse, diversion, and risk of overdose. Aside from the 
3-month rule, the frequency of SBIRT services is a clinical determination made by the treating physician, 
with high-risk patients requiring more frequent SBIRT services. 

Ohio Law Supports SB/RT and NCS for Treatment of Chronic Pain Patients 

In May 2011, Ohio passed H.B. 93, which established new rules and requirements for dispensing 
controlled substances and new requirements for pain management clinics (e.g., CPMI) and pain medicine 
physicians (e.g., Dr. Margolin). (Ohio 129th General Assembly 2011). Notably, the new law required for 
the first time: 

• For pain management clinics seeking to possess, sell, deliver, or distribute dangerous drugs 
and/or controlled substances to obtain a license as a terminal distributor of dangerous drugs 
(86) with a pain management clinic classification from the Ohio State Board of Pharmacy 
(ORC §§ 4729.51, 4729.54, and 4729.552); 

• The Ohio State Medical Board to adopt rules establishing standards for physician operation of 
pain management clinics and physicians who treat patients with chronic pain (ORC § 
4729.54); and 

• The Ohio State Medical Board to adopt rules and standards for physicians who provide care 
at pain management clinics. (ORC §§ 4729.54 and 4729.552) 

In accordance with Ohio H.B. 93, the Ohio State Medical Board issued certain rules setting forth minimal 
standards, with which pain management clinics must comply. By way of example, those standards 
include: 

• Prior to treating or continuing to treat subacute or chronic pain with an opioid analgesic, the 
physician shall first consider and document non-medication and non-opioid treatment 
options. (OAC 4731-11-14(A)); 

• When prescribing or personally furnishing a reported drug (including Schedule 11-V 
controlled substances), a physician shall take into account all the following: (i) potential for 
abuse; (ii) the possibility that use of the drug may lead to dependence; (iii) the possibility the 
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patient will obtain the drug for a nontherapeutic use or distributed it to others; and (iv)the 
potential existence of an illicit market for the reported drug. (OAC 4731-11-1 l(B)(l)); 

• Physicians seeking to prescribe or personally furnish a reported drug shall obtain and review 
a report from The Ohio Automated Rx Reporting System ("OARRS") (i.e., Ohio Board of 
Pharmacy's database, accessible by physicians, and certain others, used to track controlled 
substance prescriptions) prior to prescribing or personally furnishing any opiate analgesic or 
benzodiazepine to a patient, unless an exception applies. (OAC §§ 473 l-11-l l(B)(2) and 
4731-11-1 l(C); 

• Physicians shall obtain and review an OARRS report when a patient's course of treatment 
with a reported drug ( other than an opioid analgesic or benzodiazepine) lasts more than 90 
days. OAC § 4731-11-ll(C); 

• Physicians shall obtain and review an OARRS report when certain delineated "red flags" 
pertain to the patient, including inconsistent drug screenings, a history of chemical abuse 
and/or dependency, and increasing dosages beyond the prescribed amount. (OAC 4731-11-
1 l(C)(3); 

• Physicians must perform a history and physical examination of the patient, including a 
review of prior treatments, patient's adherence to the medication or non-medication 
treatment, and screening for substance misuse or substance use disorder. (OAC § 4 731-1 l -
14(B)(l )); 

• Physicians must perform laboratory or diagnostic testing or documented review of any 
available relevant laboratory or diagnostic test results. If evidence of substance misuse or 
substance use disorder exists, diagnostic testing shall include urine drug screening. (OAC § 
4731-l 1-14(B)(2)); 

• Physicians must perform a functional pain assessment, which includes the patient's ability to 
engage in work and other purposeful activities, the pain intensity and its interference with 
activities of daily living, quality of family life and social activities and the physical activity of 
the patient. (OAC § 4731-l 1-14(B)(4)); 

• Physicians must develop a treatment plan based on clinical information obtained, which must 
include a diagnosis, objective goals for treatment, rationale for the medication, planned 
duration of treatment, and steps for follow up. (OAC § 4731-l l-14(B)(5)); 

• Physicians must have a discussion with the patient regarding the risks and benefits of the 
medication, including risks for addiction and overdose. (OAC § 4731-11-14 (B)(6)); 

• For patients being treated with opioid analgesics at doses below fifty (50) morphine 
equivalent dosage (MED) per day, physicians must provide periodic follow-up assessment 
and documentation of the patient's functional status, the patient's progress towards 
treatment objectives, indicators of possible addiction, drug abuse or drug diversion, and the 
notation of any adverse drug effects. (OAC § 473 l-l 1-14(F)); 

• For patients being treated with opioid analgesics at doses at or above fifty (50) MED per day, 
the physician must complete and document certain information no less than every 3 months, 
which includes: (i) a review of any complications or exacerbation of the underlying condition 
causing pain through appropriate interval history, patient examination, appropriate diagnostic 
tests, and specific treatments to address the findings; (ii) assessment of patient's adherence to 
treatment including any prescribed non-pharmacological and non-opioid treatment 
modalities; (iii) screening for medication misuse or substance use disorder via urine drug 
screenings based on the clinical assessment of the physician with frequency based upon 
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presence or absence of aberrant behaviors or other indications of addiction or drug abuse; 
and (iv) evaluation of other forms of treatment and tapering of opioid medication if continued 
benefit cannot be established. (OAC § 473 l-l l-14(G)); and 

• Pain clinics must establish and ensure compliance with an on-going quality assurance 
program that objectively and systematically monitors and evaluates the quality and 
appropriateness of patient care, evaluates methods to improve patient care, identifies and 
corrects deficiencies within the clinic, and provides the opportunities to improve the clinic's 
performance and quality of care. (See O.A.C. § 4731-29-01(£)(3)). 

As clearly evidenced above, Ohio law requires frequent contact and interventions between a pain 
specialist and patient. Urine drug screenings and frequent assessments are required to not only track a 
patient's progress with their treatment regiment, but also to monitor the patient for potential addiction and 
overdose risks. In short, Ohio law effectively requires pain specialists and physicians treating patients 
with opioids to perform SBIRT services (i.e., screenings, interventions, and referrals for additional 
treatments). Further, as demonstrated above, Ohio law requires physicians to consider and implement (if 
necessary) non-opioid alternative treatments for patients. Accordingly, insurer policies should neither 
seek to limit the provision of SBIRT services nor promote opioid-based treatments over non-opioid-based 
treatments, as such policies would directly conflict with Ohio law. 

HB 93 law sets requirements for proper pain clinic licensing and mandatory audits of pain clinics. Our 
program has passed several licensing inspections (86) that required most of our services as part of the 
licensing requirement. Ironically, the same services are being denied by the insurance providers and 
government regulators discussed below. 

As demonstrated above, SBIR T protocol is mandatory for the compliant operation of a pain management 
clinic providing medical management to the population with a significant percent of high-risk patients in 
the high-risk area like Ohio. (L. Margolin, D. Streem, et al. 2020). Deference should be given to experts 
in the medical field (e.g., ABPMR and other licensed medical providers specializing in pain medicine) in 
determining the medical necessity of services (e.g., NCS and SBIRT services autonomic studies and other 
CPMI services) for treating chronic pain patients. This multitude of failures by the insurers to promote 
SBIRT services (and other services aimed at reducing opioid dependence and associated risks) appear far 
from accidental to the point they could be deemed motivated purely by unjustified financial objectives, 
which put vulnerable members at risk. 

Federal Guidelines and Guidance Supports SB/RT and NCS for Treatment of Chronic Pain Patients 

Utilization of SBIRT services and NCS, autonomic studies and other services. for treatment of chronic 
pain patients is also supported by federal and state guidance, which insurer policies often fail to 
appropriately consider. CMS issued guidance regarding both SBIRT (CMS 2022) and NCS services 
(CMS 2019). Further, the Ohio Automated Rx Reporting System (OARRS) Manual, which sets forth 
certain requirements for Ohio-based prescribers, requires consultations and assessments with patients that 
are being treated with opioids based on their NARX scores. (State Medical Board of Ohio 2019). The 
higher the NARX score, the more frequent the need for consultations and assessments. Accordingly, pain 
clinics and pain specialists treating vulnerable, high-risk chronic pain patients would need to perform 
frequent consultations and assessments to meet this requirement. 

In addition to the above requirements, national and state guidelines require documentation of the organic 
pathology as part of a comprehensive evaluation in a pain management clinic. By way of example, Mayo 
Clinic Proceedings that were adopted by the state of Ohio and referenced on each printed copy of the 
OARRS report, reported that in the area of pain management "[t]he predominant reason for inappropriate 
care was a failure of the prescribing physician to adequately verify patient's prior medical history." 
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(Chantal Berna 2015).Autonomic (SSR, RSW, NCV/EMG) testing is a part of the effort to document 
organic pathology. Both initial tests and follow up tests are medically necessary tests and cost-effective 
tests that have a strong statistically significant impact on the proper choice of medications, proper 
procedures for chronic pain patients, and strongly associated with functional improvement and pain 
reduction.(DEA 2020).Using Pain Assessment and Documentation Tool (see Figure 3 - PADT) and other 
validated assessment tools, these services demonstrate a statistically significant impact on pain reduction 
and functional improvement of moderate-to-high risk ( as defined by NARX score and other factors) 
chronic pain patients over a 2-year period. Using these services and testing since 2011,our practice -
Comprehensive Pain Management Institute, LLC (CPMI) - has been able to identify patients in need and 
refer more than 2,000 high-risk patients to addiction medicine evaluation and treatment who would 
otherwise be at significant risk of opioid mortality, morbidity, diversion, and incarceration. 

Evidence-based literature supports the use of autonomic studies (SSR/ PSW) for Treatment of Chronic 
Pain Patients 

Scientific studies have consistently shown that autonomic nervous system function is disturbed in chronic 
pain patients (Bruehl and Chung, 2004). Acute pain also impacts the autonomic nervous system in 
predictable and measureable ways (Koenig, 2014). In chronic pain, the balance between the two branches 
of the autonomic nervous system is disturbed, such that the sympathetic branch excessively dominates 
over the parasympathetic, resulting in all the negative long-term effects of low HRV (Tracy, LM, Ioannou 
L, et al., 2016). The relationship between the autonomic nervous system and both chronic and acute pain 
has important implications for the complete medical treatment of chronic pain. 

As Koenig outlined in his 2013 review paper on the topic, "The systems controlling cardiovascular 
function are closely coupled to systems modulating the perception of pain (Randich and Maixner, 1984) 
and extensive interactions between the neural structures involved in pain sensation and autonomic control 
can be observed (Benarroch, 200 I; Benarroch, 2006)." Koenig further stated in his 2016 review that, 
"The functional interaction of these systems is an important component involved in the endogenous 
modulation of pain, and there is strong evidence that the functionality of these networks is altered in 
patients with chronic pain" (Koenig Jet al, 2016). Indeed, a recent study using simultaneous HRV and 
£MRI showed that bodily pain does in fact induce pain- processing brainstem nuclei to function in concert 
with autonomic nuclei in the production of the observed cardio-vagal pain response (Sclocco R, 2016). 

Koenig's 2016 systematic review and meta-analysis, the most extensive review of the current evidence, 
concluded that chronic pain patients had significantly lower heart rate variability than healthy controls 
(Koenig Jet al, 2016) and a separate experimental study the same year again confirmed this conclusion 
(Koenig J, Loerbroks A, 2016). Another study of 6,783 individuals published in 2018 likewise found that 
"beyond effects of age, sex and body mass index, the CP [ chronic pain] group displayed significantly 
lower HRV" than the control group (Bruehl S, Olsen RB, et al., 2018). 

Numerous studies have shown the relationship between HRV, as a measure the balance between the 
parasympathetic and sympathetic branches of the ANS, and the body's experience of, and response to, 
pain. Both the sympathetic and parasympathetic nervous systems are intimately involved in the body's 
pain regulation system. The balance between the two branches is disturbed in chronic pain such that the 
sympathetic branch excessively dominates over the parasympathetic, resulting in negative long term 
effects (Tracy, LM, et al., 2015). 

Chronic pain, via its correlation to sympathetic dominance, is therefore associated with reduced heart rate 
variability. Study results suggest that patients with chronic pain also have decreased parasympathetic 
activity when compared to controls and that these alterations in the ANS' s effects on the CV system 
"influence the central processing and subjective experience of pain" (Tracy, LM, et al., 2015). Notably, 
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regions of the brain that control the autonomic nervous system and those that control pain regulation lie in 
close physical proximity (Bruehl and Chung, 2004). 

Reduced HRV has also been reported in numerous studies on chronic pain itself, as well as in studies 
looking at ANS responses to acute pain. Following up on this correlation, an investigational study found 
that reducing pain improves heart rate variability, indicating improved ANS balance with improved pain 
control (Koenig, et al., 2015). 

The applications of HRV measurement in pain management are many. HRV is a sensitive quantitative 
measure of the body's experience of pain. When used as a monitoring tool, i.e. before and after changes in 
medications or other treatments, HRV can act as a quantitative indicator of pain level change with 
treatment. HRV also has tremendous potential to help evaluate pain in patients who cannot communicate 
well, such as very young children and those who have suffered stroke, trauma or degenerative CNS 
disease. 

Federal and Ohio State Guidelines and Guidance Support Regular Office Visits (EiM codes and 
modifier 25) and Pain Management Procedures Use for Treatment of Chronic Pain Patients 

1. Ohio law sets stringent requirements for pain management clinics and physicians who prescribe 
controlled substances as part of their pain management services. CPMI has met each of these 
requirements, including the rigorous licensure process to obtain a Category III Terminal 
Distributor of Dangerous Drugs ("TODD") license, which is required for any practice seeking to 
possess and/or distribute Schedule 1-V controlled substances or other dangerous drugs.2 

2. Significantly, many of CPMI's patients are on long-term opiate therapy due to injury or illness. 
These patients present a significant risk of addiction, overdose, and death. Ohio had one of the 
highest death rates in the U.S. due to drug overdose in 2017 - 5,111 deaths (46.3% death rate).3 

A patient's risk level is determined by their NARX score (i.e., an analytic score based on the 
patient's prescriptions, MED, and other data). The higher the NARX score, the higher the 
patient's risk of substance abuse. The majority of CPMI's patients has a high to extremely high
risk NARX score, meaning they are at extreme risk and must be closely monitored during 
treatment. 4 

3. Ohio law also mandates that physicians continuously monitor their patients utilizing high levels 
of opioids due to the heightened risk of addiction, substance abuse, and overdose with opioids. 5 

A physician who prescribes an opioid analgesic for subacute or chronic pain is required to 
complete and document an assessment with the patient to determine the appropriateness and 
safety of the medication prior to its prescription.6 Appropriate and required monitoring includes 
assessments and discussions with the patient regarding the benefits and risks of their medication 

2See Ohio Rev. Code§ 4729.552. 

3See CDC, Drug Overdose Mortality by State, National Center for Health Statistics (available at 
https://www.cdc.gov/nchs/pressroom/sosmap/drug poisoning mortality/drug poisoning.htm ). 

4See Margolin L., et al., Impact of Screening and Brief Intervention (SB/RT), Urinary Drug Testing, 
Minimally Invasive Procedures, and Electromyography on Pain Reduction, Functional Improvement, and 
Continuity of Care in Chronic Pain Patients, Journal of Diabetes and Treatment, Vol. 5, Issue 1, p. 2 (July 
14, 2020). 

5See OAC § 4731-11-14. 

6See OAC § 4731-11-14(8). 
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treatment plan.7 The physician is also required to discuss the patient's responsibility to 
appropriately store and dispose of the prescribed opioids. 8 

Reassessments are also required whenever a patient is on a continuous course of treatment with 
opioids at or above 50 morphine equivalent daily dose ("MED").9 In such circumstances, the 
physician must continuously review the patient's response/adherence to the treatment and screen 
the patient for opioid misuse_ Io Such screenings must occur noless than once every three 
months.II 

4. For all of the evaluation and management ("E&M") services reviewed, that provider has billed a 
medically necessary E&M visit was performed and appropriately documented. In cases where a 
procedure ( e.g., injection for pain management) was performed, the E&M visit note documents 
work performed above and beyond the usual pre- and post-procedure evaluations. The patients 
required and received an evaluation of their multi-body systems, screening for non-compliance, 
required risk/benefit assessment for opioid prescriptions, and Ohio Automated RX Reporting 
System ("OARRS") review. 

5. Pain management procedures (including the ultrasound guided and X ray guided procedures) are 
required as opioid alternative treatments. Implementation of such alternatives is one of the 
requirements of the Ohio pain management clinic license and HB 93 law (39, 65, 83). 

Potential Risks from Insurer Policies that Deny SBIRT and/or NCS, Autonomic Studies, office 
visits, pain management procedures and other Chronic Pain Patients Services 

Denying coverage for SBIRT or defining the services as "Unallowable costs" can pose serious 
compliance issues for pain practices pertaining to governmental requirements and the professional 
guidelines described above. Ultimately, insurer denials of SBIRT services make the ethical operation of 
pain practices impossible and places both patients and staff at considerable risk. These procedures 
include: (i) face-to-face time spent by physicians and nurse practitioners for more than 30 min of 
telecommunication video to conduct a structured review of several assessments (including patient's 
history and physical examination); (ii) PADT; (iii) COMM; (iv)completion of withdrawal assessment 
forms; (v) point of care and conformation urine and saliva drug screen reviews; (vi) OARRS reviews; and 
(vii) provision of certain educational materials pertaining to opioid treatment. Moreover, initial 
evaluations of a chronic pain patient often require additional assessments (e.g., SOAPP-R and ORT) and 
provision of additional educational materials pertaining to opioid-based treatments. 

Denying appropriate testing and screening procedures for drugs and alcohol (which are required by the 
state and national guidelines) not only significantly impacts a pain program's ability to function as a 
business, but also puts an extremely vulnerable patient population at risk. Insufficient testing, monitoring, 
SBIRT screening and lack of alternatives to opioid medications can potentially result in either: (i) 
prescribing opioid medications to inappropriate candidates, which can increase risk of overdose or 

7See OAC § 4731-11-14(B)(6)(a)). 

8See OAC § 4731-11-14(B)(6)(b)). 

9SeeOAC § 4731-11-14(G)). 

10see OAC § 47311-11-14(G)(6)). 

11 See OAC § 47311-11-14(G)). 

19 



diversion; or (ii) failing to prescribe appropriate dosages/quantities of pain medications to patients, which 
could lead the patients to searching for alternative "street" drugs with morbidity/mortality significant 
risks. Moreover, the cost of hospitalization (including ER, inpatient care, ICU, detoxification, and 
maintenance programs) is astronomic, but can be reduced by patient screenings and non-opioid treatments 
(such as provided by CPMI) in outpatient programs like CPMI. Importantly, this approach of frequent 
screenings and preference of non-opioid treatments complies with the 5-Point Opioid Strategy to reduce 
opioid-related deaths launched by the U.S. Dept. of Health and Human Services in 2017. (HHS 2017). 

/IL EXAMPLES OF OTHER INAPPROPRIATE INSURER POLICIES 

Failure to credential qualified providers and blocking beneficial services/treatments. 

In addition to the issues with CareSource (the largest Ohio Medicaid HMO) described above, CPMI has 
faced credentialing issues with Molina (the second largest Medicaid HMO in Ohio). Since 2019, Molina 
has continuously denied credentialing for CPMI providers, which provide pain management services to 
high-risk patients in one of the epicenters of the Ohio opioid epidemic. Franklin County, which CPMI 
serves, has one of the highest opioid overdose death rates in the state with a rate of 19.43 per 100,000 
people. (ONDCP 2015). 

Insurer failure to credential qualified pain providers in an epicenter of the opioid epidemic places an 
unjustified risk to patients' safety, health, and lives. Such failure could cause increases in preventable 
opioid-related deaths, crime, family violence, drug-related human trafficking, increased medical expenses 
related to hospital stays/ICU/ER/detox programs, and drug-related motor vehicle accidents. Additionally, 
there is additional cost to treat other medical problems related to opioid use (e.g., Hepatitis C cases are 
spiking with more than 15,000 people dying annually). 

As discussed throughout this article, SBIRT services and non-opioid treatments (e.g., NCS) are vital to 
combating the opioid epidemic. However, Molina's policies have blocked access to SBIRT services and 
NCS treatment, which place high-risk (predominantly minority) patients at increased risk of opioid 
overdose. Ultimately, the current, unjustified focus on meeting financial objectives as means to save 
limited Medicare and Medicaid resources has led to exacerbating results for the opioid epidemic, 
including potential increased risk to overdose, opioid misuse, and conversion which would ultimately 
result in greater losses of resources to the Medicare and Medicaid programs. 

Focus on unjustified financial objectives over policies that combat the opioid epidemic. 

Insurer policies that typically deny payment for NCS and SBIRT services fail to properly take into 
consideration the potential cost-savings (and life-savings) effect such services could have on patients. By 
way of example, CPMI's SBIRT and NCS policy and outcomes demonstrate that such services can result 
in overwhelming cost savings to both the patient and the overall treatment costs billed to insurers. 

CPMI's patient population is unique as compared to many of our peers. Most CPMI patients are referred 
to our practice for the evaluation of chronic pain in two or more extremities or have been diagnosed with 
peripheral neuropathy, lumbar, or cervical radiculopathy by the referring provider. Our patients are 
extremely complex and we take pride in creating individualized treatment plans, which require a 
significant amount of testing and screening for substance and alcohol use. However, this allows our 
patients to achieve an extraordinary level of function relative to managing their pain with opioids alone, 
without any SBIRT services and/or non-opioid treatment options. After 2011, as a result of regulatory 
changes in the state of Ohio (including HB 93 law), CPMI received a high number ofreferral/evaluation 
requests for high-risk and challenging patient populations (86). Many of these chronic pain patients seen 
by CPMI suffer from anxiety, depression, substance use disorders, and/or drug-seeking behavior. 
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The numbers ofNCV/EMG, autonomic and other tests performed at our practice are based on the OH 
local coverage determination. (CMS 2019).All patients undergo a comprehensive evaluation including 
initial, follow up evaluation forms, P ADT forms enclosed, and extensive review of OARRS reports. The 
patients are also offered, and each signed, a written consent based on the AANEM guidelines with a 
detailed explanation of the risk and benefits of the tests. (AANEM 2022; AANEM 2023). NCV is 
reviewed and incorporated into the treatment plan. 

In addition to lowering costs to our patients by cutting down on hospitalization costs, our practice 
performs the Autonomic (SSR, PSW, NCV/EMG testing) and another testing for a fraction of the cost 
charged by main hospitals in the area, including the Ohio State University clinic. This is another cost
reducing benefit of having these services available through outpatient facilities, such as CPMI. It is 
difficult for many patients to find alternative providers. If left untreated, patients may turn to illicit means 
of obtaining substitute medications which drastically increases the risk of overdose and death. As noted 
above, the drug overdose death rate in Ohio is one of the highest in the nation (rising more than 800% 
since 2013). The cost of the opioid epidemic is estimated as more than 500 billion nationwide. (Jeri D. 
Ropero-Miller 2019). CPMI runs a low-cost program that saves hundreds of thousands of dollars to 
Medicare by identifying and referring patients for addiction treatments using our SBIRT protocol, which 
ultimately cuts down on inevitable hospitalization costs and other opioid-related costs._All the insurance 
providers and government regulators discussed below ignored expert opinions, national academy review 
and independent billing and coding review available to them (83) because of the unjustified financial 
objectives. 

Major providers in Ohio (Aetna, CareSource, Molina) inappropriately denied services because of 
unjustified financial objectives and bias: 

Molina 

Molina Medicaid HMO is the second largest Medicaid HMO insurer in the state of Ohio, and one of the 
biggest Medicare advantage plans in the Franklin County. 

Molina HealthCare put unjustified financial objectives abovevulnerable member's safety bydenying 
coverage for SBIRT and other life-saving services (Figure 2 - Molina denial letter). This has led to a 
severe limitation of patient access to certain lifesaving addiction screening and pain management care 
throughout Ohio ( our findings show a NARX score of about 310 and a lack of access to care based on the 
OARSS report, including traditionally underserved mostly minority communities, like the one served by 
CPMI, and an increase in opioid-related mortality and death rates) please review the original patient 
complaints below, (68). These complaints were ignored by Molina who justified their denial of coverage 
as a "pure business decision". Molina leadership enjoyed exuberant salary compensation and stock 
bonuses with their CEO's annual salary reaching 22.1 million in 2022 (67). 

In February 2022 Molina abruptly, and without warning, recouped close to 34 thousand dollars from the 
CPMI program. Molina's recoupment was corrected after a formal complaint and concern for legal 
intervention. In fact, on June 2nd

, 22, Paul N St. Germain RN, the quality-of-care supervisor for Ohio, 
wrote the following email to Comprehensive Pain Management Institute, LLC (see attached):"Thank You 
Dr. Margolin, many Thanks for the GREAT ( capitalized by Mr. Garmin) care that you take care of our 
Molina members and all of your patients!!" ( 68) 

Four days later, Molina again abruptly and without any warning or explanation terminated coverage for 
this life-saving program, blocking access to SBIRT care and putting hundreds of vulnerable, mostly 
minority members at risk of opioid overdose death (Figure 2). 
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In addition, Molina refused to process the program credentialing application (Figure 3- application 
denial). 

CareSource 

In May 2015, our practice, CPMI, has voluntary invited a CareSource investigator to review CPMI's 
practice, policies, and patient interactions, as part of CPMI self audit policy. Notably, the CareSource 
investigator stated that she was impressed with CPMI's practice and everything that Dr. Margolin did to 
care for his patients. (65, Exhibit 00). In fact, the CareSource investigator was so impressed with Dr. 
Margolin/CPMI quality of care, that she directed referrals for pain management services from other 
CareSource-enrolled providers to CPMI (Id.) 

Despite this positive review, driven by unjustified financial objectives, CareSource kept denying 
services and inappropriately withholding payments. 

CPMI, has submitted several business integrity complaints (71) to CareSource between 2016 and 2022 
related to abrupt denial of services and unannounced recoupment attempts (70) of tens of thousands of 
dollars in 2016 and 2017. 

We did not receive a formal response from CareSource. Rather, CareSource inappropriately denied 
credentialing for the CPMI program that provides life-saving services to high-risk CareSource patients in 
the epicenter of the opioid epidemic over more than six years (85), while hundreds of the CareSource 
members died in the opioid epidemic due to lack of access to these services. Many CareSource patients 
submitted complaints that were ignored by CareSource (69). 

Aetna 

Unfortunately, our experience with Aetna (as detailed below) indicates that the insurer has focused its 
efforts on pursuing unjustified financial objectives over implementing policies that are focused on 
effectively combating the opioid epidemic and prioritizing member safety. 

Unpaid Aetna services: 
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On December 25, 2022, CPMI submitted a formal complaint to Aetna. It had been brought to CPMI's 
attention that Aetna had been denying pain management procedures ( even after giving 
authorization confirmation), requesting unreasonable amounts of records, holding reviews of standard 
services for 90 days or more, and inappropriately labeling standard procedures (e.g., SIJ injection - first 
approved more than 30 years ago) as "experimental." These insurer policies focused on cost-savings 
inappropriately denied coverage of services, blocked patients from receiving legitimate life-saving 
services, and resulted in heightened risk to patient health (which were often vulnerable, high-risk chronic 
pain patients). The services (i.e., VDT, office visits, pain procedures, and other tests) appear to have been 
denied across the board without a proper review or justification, as required per the Medicare Medicaid 
manual and applicable state and federal regulations. Aetna failed to respond to the complaint. 

Even when Aetna approved services for coverage, CPMI often underwent timely record reviews (i.e., 
often 90+ days) before payment would be remitted. These denials and delays have resulted in a severe 
limitation on patient access to certain addiction screenings and pain management care throughout Ohio. 
Such delays/denials can have a tremendously negative impact on opioid-related drug abuse and overdose 
in traditionally underserved, minority communities, such as Franklin County, Ohio (served by CPMI). 
Such communities are often impacted the hardest by the opioid epidemic. By way of example, the 
Franklin County Forensic Science Center issued a report in August 2022 demonstrating that the 2021 
drug overdose fatality rate in Franklin County (825 deaths) had increased by 48% since 2019 (556 
deaths). (FCFSC 2022). 

Government regulatory agencies 

In 2020, the government regulatory agencies labeled SBIRT and other chronic pain patient services as not 
"allowed" and issued a public press release (73). To our knowledge, no medical experts were involved in 
this decision. In fact, the data indicates that the government regulatory agencies were_avoiding expert 
opinions (for example the government regulatory agencies refused to wait for the results of the review of 
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our program by the national academy, ABPMR), independent experts, which was published a month after 
the press release by the government regulatory agencies (see the white paper and exhibits) (65). 

The government regulatory agencies failed to acknowledge the plethora of evidence that the national and 
government agencies (CDC, SAMSHA, NIDA), independent experts, and our office provided in support 
of the medical necessity of the lifesaving services they denied (65). The government regulatory agencies 
ignored a written warning about these issues sent to them in October 2020. 
In a sense, the government inadvertently ( and inappropriately) engaged in the practice of medicine 
without a license when it failed to consider all of the evidence from expert and governmental sources and 
disallowed SBIRT and other similar opioid alternative services. 

The government regulatory agencies/insurers position has had devastating effects on pain specialists in 
Ohio, essentially handcuffing them from appropriately practicing pain management. Ohio law explicitly 
requires frequent monitoring of opioid patients (See e.g., OAC 473 l-l 1-14(F)-(G)), which creates a 
catch-22 with the government regulatory agencies/insurers position. We have evidence of over 100 
complaints submitted by Ohio patients to Medicaid insurers regarding the lack of access to vital pain 
management services. (67, 69) 

The government regulatory agencies/insurers policy has far-reaching implications, including a negative 
impact on opioid-related death and crime rates. While these are nationwide issues, Ohio is a key focal 
point of the opioid epidemic, with one of the highest death rates in the U.S. due to drug overdose for years 
(65). The year the government regulatory agencies /insurers published the above-cited press release 
regarding its settlement with CPMI, Ohio experienced a 22% increase in drug-related overdoses (77). 

Ohio-based pain medicine practices have also experienced increased criminal activity from drug-seeking 
patients, including property destruction, attempted break-ins, and assaults on staff (80, 81 ). Many drug
seeking patients are lashing out due to a lack of access to appropriate pain management services. 

So long as the government regulatory agencies/insurers continue to target pain specialists by limiting their 
ability to provide medically necessary services to pain patients, the opioid-related death and crime rate 
will continue to rise, and our society will continue to face negative implications from the opioid epidemic. 

Covent Bridge 

Covent Bridge is a contractor for Medicare, which is supposed to educate providers and enforce 
compliance. They have a clear financial incentive to deny services or label them as "not allowable" or 
"not necessary" since this increases the Covent Bridge reimbursement and bonus structure. 

In 2021 Covent Bridge sent us an "educational letter" labeling most of the program services including 
urine drug screens, office visits, and screening for drug and alcohol (which are required by the state and 
federal guidelines) as "not medically necessary" or "not covered". When we contacted Coven Bridge it 
turned out that the review was performed by a former insurance agent with no medical background and 
subsequently by a RN with no background in pain management or addiction services. No appropriately 
educated/trained/experienced medical expert was involved. The reviewers had no basic understanding of 
the life-saving services they denied and the "catch 22" the denial created in regard to state and federal 
regulations/guidelines. (77) 

We submitted a detailed complaint to the Covent Bridge legal advisor but to no avail. In 2024 Covent 
Bridge expanded their "not medically necessary" or "not covered" services to 92% of the services 
provided in our practice (78). 
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IV. CONCERNING INSURER POLICIES HAVE THE POTENTIAL TO SINGLE OUT 
MINORITIES 

There are multiple concerns raised about racial disparity and social injustice in context of the opioid 
crisis. (PBS 2023). Specifically, there are significant concerns related to minority populations being 
subject to policies and practices which unjustly deny SBIRT and other essential services. On many 
occasions, these denials may be made in disregard to the proper review process specified in the Medicare 
integrity manual. Denials may be made without adequate expert review by a medical specialist ( or with 
no expert review at all). Consequently, the opioid mortality rate for minorities is growing significantly 
larger than the national average (i.e., 2.6 times higher in Ohio. see Figure 1). 

Notably, Case Western Reserve University, Board of Health of Cuyahoga County scheduled a conference 
on the Racial Disparity, Social Justice and the Opioid Crisis Conference at Case Western Reserve 
University in April 2020. (Case Western Reserve University 2020). The conference focused on 
addressing the issue of structural racism, which prevents communities of color from receiving the 
necessary treatment, recovery, and wrap around social services to combat opioid use disorders. Similar 
concerns pertaining to racial disparity were acknowledged and reviewed in our presentations at Case 
Western Reserve University (Leon Margolin 2019) and the Ohio Opioid Task Force. (Leon Margolin 
2020). 

Further, as discussed during the Case Western Reserve University meeting, audits and supervision are 
necessary to combat the opioid crisis. Case Western Reserve University 2020. However, simultaneously, 
there are excessive regulations that interfere with the efficient function of the pain clinics (i.e., the "first 
responders" in the opioid crisis). 

V. CONCERNING INSURER POLICIES REPRIORITIZE RESOURCES A WAY FROM 
PRACTICE OPERATIONS, POTENTIALLY RESULTING IN PROVIDER SAFETY 
RISKS 

A recent survey by the American Academy of Pain Medicine found high rates of violent threats toward 
pain practitioners. (AAPM 2020). Per the survey, more than two-thirds of responding pain providers 
reported that a patient had threatened them physically at least once a year, and roughly half reported that 
they had been threatened regarding their management of opioids. Moreover, the survey found that 8.9% 
or responding pain providers reported that they had actually been physically attacked. 

By way of example, our practice has suffered from property damage, threats to the staff, and most 
recently an unprovoked assault of a physician and two female medical assistants by a violent patient with 
aberrant drug seeking behavior. Unfortunately, many pain practices lack the funding to appropriately 
address these rising security concerns. In fact, during the investigation related to assault of our staff 
members, the Columbus city prosecutor (Case 2020 CR B 001416)mentioned that "Because of the lack of 
funding secondary to insurance denials of essential services (such as screening and brief intervention for 
drug and alcohol) [pain practices like ours] do not have appropriate funding for additional security 
measures." These rising security risks to pain providers and their staff is yet another example of why a 
different approach to combating the opioid epidemic is necessary. 

Each insurance plan creates several-hundred-page regulations that are ambiguous, convoluted, and 
different from the regulation of another insurance plan. Moreover, the insurer rules and regulations are 
not fully applicable to the reality facing pain management clinics. This is doomed to increase denial of 
services that can potentially save the lives of vulnerable patients without involving an expert, medical 
director or applying clinical judgment. Our practice is credentialed with 11 different plans which makes 
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adhering to the_ongoing changes of requirements for each plan a stagnant_daunting_task and causes denial 
of essential services by the insurance plans. 

Management of high:-risk patients is frequently performed in a private practice setting. In contrast to 
more typical compensation arrangements for hospitals, private practices get neither government assistance 
gor grants, and receive much lower reimbursements for the same services (CPT codes). For example, CPT 
6231 t an interlaminar or caudal epidural steroid injection, when performed in a hospital surgical care 
center, can be reimbursed by government insurance at,between $1,200-t400 . The same injection given 
at a private practice setting is reimbursed at $80 only. Remarkably, despite receiving much lower 
reimbursements, private practices must still compete with hospitals in hiring, offering competitive salary 
and benefit packages, and retaining quality staff. 

In 2017 .,_the U.S. Dept. of Health and Human Services announced its "Strategy to Combat Opioid Abuse, 
Misuse, and Overdose: A Framework Based on the Five Point Strategy." (25) One of its five focal points 
is the development and enhancement of pain management programs. One wonders how such 
commendable goal can be accomplished by retaining patently flawed insurance company policies and 
government regulations that achieve the opposite result. 

Some insurance plans use sophisticated software based on the frequency of services and sometimes 
compares codes to a specialty average and other criteria. Pain Management and opioid medication 
programs are highly specialized tertiary facilities that_cannot be compared to other practices in the same 
specialty that do not prescribe opioids or do not manage high-risk patients (testing and assessment 
frequency are defined by the patient risk for opioid misuse, such NARX score, ORT, SOAPP-R, COMM, 
and clinical judgment). It is unreasonable to use these programs without proper clinical judgment by an 
independent expert. 

Further, manipulation of the regulatory framework by insurers and government regulators, results in a 
significant negative impacts on of the opioid crisis. (See Figure 1.) The current regulatory and legal 
system creates legal loopholes and practically exempts the insurance policy makers and government 
regulatory agents from any personal or financial liability towards the physicians or victims of opioids. 

We have documented evidence of abusive behavior by the insurance managers toward the staff and 
patients, such as ignoring and dismissing valid patient complaints (67,69) abrupt unannounced fund 
recoupment and defunding life-saving services (70), or denial of one week extension to pull the paper 
charts from storage while maintaining COVID precautions for a high-risk manager which resulted in the 
manager's hospitalization.(84) 

Small to mid-size private practices (like CPMI) that carry limited legal resources and budgets are 
frequently "soft targets" for denials, flawed overpayment demands, false labeling of life-saving services 
as unnecessary, and other abusive actions motivated by bias and unjustified financial objectives. 

CONCLUSION 

Insurer policies have had far-reaching implications in the ongoing opioid crisis. Ohio is a key focal point 
of the opioid epidemic, having_one of the highest annual death rates in the United States over the past 
decade due to drug overdose. Unfortunately, current insurer and government regulatory agencies policies 
in Ohio appear to be contributing to_opioid-related death toll and crime rates. While there are viable 
screening and treatment options (e.g. SBIRT, urine drug screening, and other screening and treatment 
options at the CPMI program) that could greatly benefit high-risk chronic pain patients, insurers often 
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deny such services and treatment options as not medically necessary. This article focuses on potential 
policy updates (i.e., covering SBIRT and services and testing for screening and treatment of chronic pain 
patients on opioid medications)_that_could not only decrease treatment costs to patients and healthcare 
programs, but significantly_mitigate_the impact of the ongoing opioid epidemic. Academic/expert 
evidence and CPMI's own experience indicates that SBIRT and NCS services could potentially lower 
opioid dependence and abuse, which could potentially result in decreased opioid reliance, overdose, crime 
rates, motor vehicle accidents, domestic violence, divorce, child abuse, and human trafficking. 

Until action is taken, current insurer policies in Ohio (and out of state) that deny SBIRT and viable 
opioid-screening and treatment options will continue to subject the most vulnerable, high-risk chronic 
pain patients (i.e., patients with NARX scores equal or greater than300) to increased risks of opioid abuse, 
overdose, and conversion. Failure to adequately address these issues will impact high-risk minority 
groups at a much higher rate than the national average, leaving impoverished areas battling increased 
rates of opioid-related mortality and crime. It is patently clear that insurers must shift their focus from 
unjustified financial goals to solutions that are supported by academic findings, pain specialist clinical 
judgments, and the plethora of governmental (state and federal) guidance that promote screening (i.e., 
SBIRT, UDS, SOAPP-R, COMM, etcJ, testing (NCS, imaging), and opioid alternative treatment options. 
The importance of this shift is only further supported by the significant increase of the illicit Fentanyl use 
in the United States. The number of individual pills containing fentanyl seized by law enforcement was 
2,300 times greater in 2023 compared to 2017, with 115,562,603 pills seized in 2023 vs. 49,657 in 2017. 
(79). 

In 2022 alone, over 107,000 people died ofa drug overdose (82), with 75% of those deaths involving an 
opioid. 

We call for_urgent legislative or executive action that will prescribe_reasonable "checks and balances", 
legal and regulatory accountability, and require_the establishment of an_independent pain medicine or 
addiction medicine expert review before denial of these services. Such action will_save tens of thousands 
of lives and billions of healthcare dollars annually. 
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A 
Bea MOLINA 

HEALTHCARE 

dune 7, 2022 

Comprehensive Pain Management institute, LLC 
5340 E. Main Street, Ste. 1 = 
Columbus, OH 43213 

Re: Termination of Provider Services Agreement Without Cause 

Dear Comprehensive Pain Management Institute, LLC: 

Pursuant to Section 4.2, Termination Without Cause, of your Provider Services 
Agreement between Molina Healthcare of Ohio, inc. and Comprehensive Pain 
Management Institute, LLC (‘Agreement’), Molina Healthcare of Ohio, inc. is 
terminating your Agreement without cause. 

The Agreement will be terminated ninety (90) days after receipt of this fetter, and shall 
be effective September 6, 2022. 

if you have any other questions, please contact Brad Bryant at 

brad, bryant@molinahealthcare.com. 

Sincerely, 

Bley 
Brad Bryant . 
Director, Provider Contracting 
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June 7, 2022 

Comprehensive Pain Management Institute LLC 
5340 E. Main Street, Ste. 100 ' 
Columbus, OH 43213 

Re: Termination of Provider Servkes Agreement Without Cause 

Dear Comprehensive Pain Management Institute, LLC: 

Pursuant to Section 4.2, Termination Without Cause, of your Provider SeN\ces 
Agreement between Molina Healthcare of Ohio, Inc. and Comprehensive Pain 
Management Institute, LLC ("Agreement"), Molina Healthcare ot Ohio. \nc. is 
terminating your Agreement without cause. 

The Agreement will be terminated ninety (90) days after receipt of this letter. and sha\\ 
be effective September 6, 2022. 

If you have any other questions, please contact Brad Bryant at 
brad.bryant@molinahealthcare.com. 

Sincerely, 

~&b 
Brad Bryant 
Director, Provider Contracting 
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MOLINA 
HEALTHCARE 

December 1, 2023 

Leon Margolin, MD 

Comprehensive Pain Management Institute LLC 
1120 Polaris Parkway, Ste 202 
Columbus, OH 43240 

Dear Leon Margolin: 

Molina Healthcare of Ohio has received your application for participation in our provider 
network. We regret fo inform you that we will not be processing your application at this 
time. 

Should you have any questions or concerns, please contact me at 614-540-3223 or by 
email at Toni. Hopewell@molinaheaithcare.com 

Sincerely, 

Toni Hopewell 
Molina Healthcare of Ohio, Inc 

Molina Heaitheare of Ohio, Inc., P.O. Box 349020, Columbus, OH 43234-9620 
MHO-0189 
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Abstract 
With the alarming explosion ofoverdose risk in the opioid epidemic since 1999, Opiate Use Disorder (OUD) has cost in 

excess of $600 billion, harming the economy and killing tens of thousands nationally. According to research conducted in 2017 
on opioid mortality, data showed Ohio to be the second-highest opioid mortality state in the US, representing more than 2.6 
times the death rate per 100,000 population compared to the US average (39.2 in OH vs. 14.6 in US, see Figure 1 below). 

Although socioeconomic factors play a role, authors suggest that lack of availability or the consistent denial of these 
services by insurance carriers play a role in this situation. A recent Ohio Department of Health report showed that the population 
of patients susceptible to the opioid epidemic was in fact at least twice the non-minority risk level for COVID 19 pandemic (Figure 
2). The recent AMA brief [26] alarms about great concern over increased opioid mortality during COVID 19 pandemic. 

This retrospective chart review study provides a systematic analysis of the Screening and Brief Intervention (SBIRT), 
urinary drug testing, minimally invasive procedures and electromyography on the pain reduction and functional improvement 
of moderate to high risk chronic pain patients, with risk level determined by NARX scores. 

Key Points 
SBIRT protocol is mandatory for the compliant operation of 

a pain management clinic providing medical management to the 
population with a significant percent of high-risk patients in the 
high-risk area like Ohio. 

Nerve Conduction Studies (NCS)/ Nerve Conduction 
Velocity (NCV) with or without needle EMG tests as part of the 
effort to document organic pathology (both initial tests and follow 
up tests) are medically necessary tests and cost-effective tests that 
have a strong statistically significant contribution to the proper 
choice of medications and procedure for chronic pain patients 
and strongly associated with functional improvement and pain 
reduction [18]. 

Using Pain Assessment and Documentation Tool (Figure 3 
- PADT) and other validated assessment tools, we demonstrated a 
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statistically significant impact of these services on pain reduction 
and functional improvement of moderate to high risk (as defined 
by NARX score and other factors) chronic pain patients over a 
2 year period. Using these services and testing since 2011, our 
practice has been able to identify patients in need and refers to 
Addiction medicine evaluation and treatment for more than 2000 
high-risk patients (who would otherwise be at significant risk of 
opioid mortality, morbidity, diversion, and incarceration). 

Denial coverage for these services by third-party payers 
or defining them as "Unallowable costs" puts the practice in 
noncompliance with the guidelines described above, making the 
ethical operation of the practice impossible and putting patients 
and staff at considerable risk. 

Objective data (Figure 1) shows that a new approach 
described in this review by the medico-legal system and third 

Volume 5; Issue 01 



Citation: Margolin L, Sreem D, Margolin D, Lefkowitz S (2020) Impact of Screening and Brief Intervention (SBIRT), Urinary Drug Testing, Minimally Invasive Procedures, and 
Electromyography on Pain Reduction, Functional Improvement, and Continuity of Care in Chronic Pain Patients. J Diabetes Treat 5: 1080. DOI: I 0.290! 1/2574-7568.001080 

party payors required to address the opioid crisis and protect the 
population at the high risk for COVID 19 epidemic (Figure 2). 

Background 

Opioid epidemic crisis affects the lives of thousands of 
Americans on a daily basis. Since 1999 hundreds of thousands of 
Americans have died from overdoses. On an average day in the US 
close to 5,800 people misuse opioids for the first time, and over 
1,000 Americans on an average day are treated in the emergency 
departments for issues related to opioid misuse. The societal and 
healthcare cost of the opioid epidemic is at least 600 billion dollars 
and it continues to rise. Proper screening of pain management 
program patients (including SBIRT protocol O codes, POC UDS, 
and NCV/EMO) for narcotic medications is extremely important 
in the prevention of street drug use. The 2018 National Drug Threat 
Assessment conducted by the Drug Enforcement Administration, 
showed that prescription drugs such as "Opioids were responsible 
for the most overdose deaths of any illicit drugs since 200 l" and 
"heroin-related deaths nearly doubled from 2013 to 2016". Ohio is 
one of the states most affected by the opioid crisis. Ohio has one 
of the highest death rates related to the Opioid crisis. Efficient and 
Ethical pain management program that uses appropriate testing to 
document organic pathology and screen appropriate candidates for 
pain medications and refer other patients to Addiction medicine 
evaluation is extremely important in this challenging environment 
of the opioid epidemic crisis. 
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Figure 1: Based on 2017 government Opioid mortality data, Ohio 
is rated number two in the US with more than 2.6 times death rate 
per 100,000 population compared to US average rate (39.2 in OH 
vs. 14.6 average). 
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Figure 2: Based on the age, medical comorbidities, socio-economic 
challenges and possible immunosuppressive effect of Opioids, our 
patient is at increased risk for the COVID-19 pandemic. 

The national and state guidelines require risk stratification 
and close monitoring of patients on chronic Opioid medication [ 1]. 
This study tests the impact of the frequency of the SBIRT protocol 
(0 codes such as 00397), of the POC UDS (80307, 80304) and 
minimally invasive procedures on the pain reduction (76942, 64450, 
64418, 20533 and other similar codes) functional improvement 
and continuity of care of chronic pain patients. This is frequency of 
the SBIRT protocol (0 codes such as 00397), POC UDS (80307, 
80304) and minimally invasive procedures (76942, 64450, 64418, 
20533 and other similar codes are based on the "Pain Management 
Best Practices Inter-Agency Task Force Report", Medicare MLN 
and LCD OH L36029, Medicare guidelines for the presumptive 
and definitive testing [1,10,15]. 

Our practice is a tertiary referral practice that gets referrals for 
high-risk patients. This is the reason for conducting this study that 
tests the impact of the frequency of the SBIRT protocol (0 codes 
such as 00397), of the POC UDS (80307, 80304) and minimally 
invasive procedures on the pain reduction (76942, 64450, 64418, 
20533 and other similar codes) functional improvement and 
continuity of care of chronic pain patients for the quality of care 
documentation and information for the third-party payers. 

Consequences of denial labeling as unallowed service for 
SBIRT and other services. 

Unfortunately, on many occasions' providers face denial of 
the SBIRT and other services by the private and the government 
insurance plans. When the insurance carriers challenge the 
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necessity of SBIRT protocol (G codes), it denies coverage for 
procedures that are required by the Ohio state law (please review 
Michael Staples attached) and creates a "catch 22 scenario" that 
puts the patients and the staff at risk. These procedures include 
face to face time spent by physician and the nurse practitioners, 
more than 30 min of telecommunication video material, structured 
review of several assessments including patient's history and 
physical examination, PADT [2], COMM [3], Flowchart form 
based on SMBO Administrative Rule 4731-21-02 [4], withdrawal 
assessment form, point of care and conformation urine and saliva 
drug screen reviews, OARRS reviews, and several educational 
materials. The initial evaluations include additional assessments 
such as SOAPP-R and ORT and additional educational materials. 

Denial payments for the appropriate testing and screening 
procedures for drugs and alcohol required by the state and national 
guidelines not only significantly impact pain program ability to 
function as a business, but also puts an extremely vulnerable patient 
population at risk. Our patient population is unique as compared 
to many of our peers. Our patients are extremely complex; we take 
pride in creating individualized treatment plans which do require a 
significant amount of testing and time for screening for substance 
and alcohol use. However, this allows our patients to achieve an 
extraordinary level of function relative to managing their pain and 
prevent morbidity and mortality. 

At the time of the COVID-19 pandemic additional 
requirements for SBIRT, withdrawal screening and mental screening 
suggested by the American Academy of Pain Medicine [17]. 
Denial of these services exposes staff and patients for additional 
risks during the pandemic and depletes necessary practice funds 
required for the personal protection equipment suggested by the 
American Academy of Pain Medicine [17] during the COVID-19 
pandemic. 

National and state guidelines require documentation of the 
organic pathology as part of a comprehensive evaluation in a pain 
management clinic. NCV, EMG, and Autonomic testing is part of 
such evaluation. 

For example, Mayo Clinic Proceedings [5] that were adopted 
by the state of Ohio and referenced on each printed copy of the 
OARRS report, reported that in the area of pain management "The 
predominant reason for inappropriate care was a failure of the 
prescribing physician to adequately verify patient's prior medical 
history". Appropriate testing including NCV and EMG is a step in 
such verification. 

Most of the patients referred to Comprehensive Pain 
Management Institute, LLC (CPMI) for the evaluation of chronic 
pain in two or more extremities, or have the diagnosis of peripheral 
neuropathy, lumbar, or cervical radiculopathy suggested by the 
referring provider. 
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The numbers ofNCV/EMG tests are based on the OH local 
coverage determination [6]. All patients had a comprehensive 
evaluation including initial, follow up evaluation forms, PADT 
forms enclosed, and extensive review of OARRS reports offered 
a written consent based on the AANEM guidelines [7] with a 
detailed explanation of the risk and benefits of the tests. NCV is 
reviewed and incorporated into the treatment plan. 

The most commonly tested nerves in the upper extremities 
were sensory ulnar, median and radial studies, motor median, 
ulnar, radial, and in selected cased Axillary studies with Median 
and Ulnar F waves. For the low extremities the studies included 
sensory Sura!, Superior Peroneal, Motor studies included Common 
Peroneal, Tibial nerves, and Common Peroneal, and Tibial nerve; 
F waves and H reflex studies selected based on the comprehensive 
assessment results. The needle examination typically included 
(UE) Cervical Paraspinals, Deltoid, Biceps, Extensor Carpi 
Radialis, Triceps, Flexor Carpi Radialis, APB muscle, (LE) 
Lumbar Paraspinals, Vastus medialis, Extensor Hallucis Longus, 
Biceps Femoris, Peroneus Longus, Medial Gastrocnemius, the 
studies selected based on the comprehensive assessment result. 

Between 2011-2015 as a result of regulatory changes in 
the state of Ohio (including HB 93 law), CPMI received a high 
number of referral/evaluation requests for high risk challenging 
patient populations. 

Many of these chronic pain patients seen by the CPMI suffer 
from anxiety and depression, and/or substance use disorders, drug
seeking behavior and had a poor tolerance of the NCV/EMG testing 
and poor cooperation with the test, especially with the needle part 
of the test (EMG), (this part performed with inserting EMG needle 
in 6-12 sites) and frequently refused by the challenging patient 
population. All the patients signed a written consent based on the 
AANEM guidelines [6,7]. 

Cost Efficiency 

The cost of the opioid epidemic is more than 600 billion 
dollars and keeps rising annually. Pain Management programs 
like our practice that carefully screen and test patients to properly 
document organic pathology and utilize alternative treatments, 
careful monitoring, and SBIRT approach not only prevent 
significant morbidity and mortality but save very significant costs 
to the healthcare system. 

Insufficient testing, monitoring, SBIRT screening and lack 
of alternatives to opioid medications can potentially result in either 
prescribing opioid medications to not appropriate candidates that 
can potentially overdose or divert medications to other people, or 
not prescribing 5/9 appropriate pain medications to patients who 
may look for alternatives "On the street" with significant risks or 
morbidity and mortality. 
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The host of hospitalization including ER, inpatient care, 
ICU, detoxification, and maintenance programs is astronomic 
and can be reduced by patient screening treatment in outpatient 
programs like our practice (Comprehensive Pain Management 
Institute). This approach is also supported by the 2017 five-point 
strategy by the HHS. 

When the insurance carriers challenge the necessity of 
SBIRT protocol (G codes), it denies coverage for procedures that 
are required by the Ohio state law and creates a "catch 22 scenario" 
that puts the patients and the staff at risk. These procedures include 
face to face time spent by physician and the nurse practitioners, 
more than 30 min of telecommunication video material, structured 
review of several assessments including patient's history and 
physical examination, PADT, COMM, Flowchart form based on 
SMBO Administrative Rule 4731-21-02, withdrawal assessment 
form, point of care and conformation urine and saliva drug screen 
reviews, OARRS reviews, and several educational materials. 
The initial evaluations include additional assessments such as 
SOAPP-R and ORT and additional educational materials. 

Insufficient testing, monitoring, SBIRT screening, can 
potentially result in either prescribing opioid medications to not 
appropriate candidates that can potentially overdose or divert 
medications to other people, or not prescribing appropriate pain 
medications to patients who may look for alternatives "on the 
street" with significant risks or morbidity and mortality. The host 
of hospitalization including ER, inpatient care, ICU, detoxification, 
and maintenance programs are astronomic and can be reduced by 
patient screening and testing including NCV/EMG testing and 
other testing. 

Our practice performs the NCV/EMG testing and another 
testing for a fraction of the cost charged by main hospitals in the 
area including the Ohio State University clinic. 

It is difficult for many patients to find alternative providers. 
If left untreated, patients may tum to illicit means of obtaining 
substitute medications which drastically increases the risk of 
overdose and death ( overdose death rate in Ohio is the highest in 
the nation and is up more than 800% since 2013). The cost of the 
opioid epidemic is estimated as more than 600 billion nationwide, 
we run a low-cost program that saves hundreds of thousands of 
dollars to Medicare by identifying and referring for addiction 
treatments for hundreds of patients using our SBIRT protocol. We 
billed much lower rates than comparable hospital-based programs 
and chose lower-cost codes (i.e. G codes vs. office visit and time 
codes). 

In summary, denial payments for the appropriate testing and 
screening procedures for drugs and alcohol put in danger about 
several hundred high-risk patients Gust in December of 2019 we 
had a case of assault by a discharged drug-seeking patient and an 
attempted assault by another patient at our office). 
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Denial payments for the appropriate testing and screening 
procedures for drugs and alcohol required by the state and national 
guidelines would not only significantly impact pain program (such 
as CPMI) ability to function as a business, but would also put 
an extremely vulnerable patient population at risk. Our patient 
population is unique as compared to many of our peers. Our patients 
are extremely complex; we take pride in creating individualized 
treatment plans which do require a significant amount of testing 
and time for screening for substance and alcohol use. However, 
this allows our patients to achieve an extraordinary level of 
function relative to managing their pain and prevent morbidity and 
mortality. 

Methodology 

Risk Stratification for the patient in sample 1 (please see NARX 
table below): 

NARX Score analysis of the patients in the sample. 

Our treatment protocol, including the SBIRT protocol (G 
codes such as 00397), of the POC UDS (80307, 80304) and 
minimally invasive procedures on the pain reduction (76942, 
64450, 64418, 20533 and other similar codes) is based on patient 
risk stratification, NARX risk stratification (validated by the CMS) 
LCD OH L36029 [27] and state and national guidelines. 

NARX score is a nationally validated risk score accepted in 
the state of Ohio and many other states [9]. There are no frequency 
guidelines for the G code, however, the NARX score (that shows 
the risk of overdose and death) seems to be the golden standard 
accepted by the CMS and Medicare. The clinical recommendations 
by the CMS and SMBO attached (attachment NARX Manual, 
NARX clinical application). 

Only 6% of the sample 1 patients (3/50 pts) are low risk 
(NARX below 100) 

Only 16% are high risk (NARX 100-189) Odd ratio for 
overdose increased 10 times ( chapter 12 Overdose Risk Score 
page 63 attached). 

The rest are at a very high risk of 34% (NARX above 200) 
and an extremely high risk of24% (NARX above 350). The odds 
ratio for death from overdose is 10-12 times average (see the 
clinical application of the NARX score attached page 67). The 
odd ratio for overdose increased 10-12 times or more ( chapter 12 
Overdose Risk Score page 63 attached). 

Undoubtedly the patient with this type ofrisk would require 
frequent G code screening and another testing such as EMO. 

The vast majority of the "sample l" patients were on increased 
risk dose of the opioids (more than 20 MME- increased risk of death 
as per CDC 2016 guidelines increased adjusted Hazard Ratio (HR) 
for an overdose and death) [1 O], many patients obtained opioids 
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from more than one prescriber, used multiple pharmacies and Coding and billing statistics for our office 
multiple classes of opioid medications, some also used sedatives 
or stimulates that greatly increased the risk according to the CDC 
guidelines and NARX score database (please find original NRAX 
score reports for each patient attached). 

These types of risky patients require a high frequency of 
SBIRT (G code use) based on the criteria discussed above. 

Risk stratification of sample 2 (sent by a separate email) 
demonstrated similar results. 

Use ofSBIRT G code vs. use of the E/M office visit codes. 

Many of the CPMI patients have multiple medical 
comorbidities and dependent on transportation (can schedule only 
a limited number of visits). Therefore on many occasions, we have 
to schedule the minimally invasive procedure and the office visit 
for medical management on the same date. 

This study shows the advantages of using SBIRT/G codes 
rather instead of E/M level 3 or 4 codes in these encounters. This 
approach provides cost-saving to third party insurance payers and 
emphasizes the screening and brief intervention approach which is 
crucial in managing high-risk patients on opioid medications. 

Cost-saving secondary to use of G code use vs more 
expensive office visit (E/M) codes: 

According to the national standards for Pain Medicine [l l] 
office visit codes, 99213 and 99214 combined constitute almost 
100% of the total visit billings (48.8% for 99213 + 44.9% 99214). 
These codes are more expensive than G codes and can also be 
combined with time codes. 

Our billing data analysis below shows that in our practice 
these more expensive office visit codes (99213 and 99214) 
constitute only 16-30 percent of the total annual visits. 

Our practice started the appropriate use of G codes since 
its inception in 2014 (which explains the 91% percent increase in 
comparison to 2013). 

The use of these codes was based on the certified biller and 
coder review below and saved Medicare tens of thousands of 
dollars (as proven by the billing and coding data below). 

Between 16-30 % of our follow up visits were billed as the 
more expensive E/M codes 99213, 99214, the rest were billed as G 
codes instead of more expensive office visit codes. 

In other words, analysis of G code and office visit codes E/M 
codes billed shows significant cost savings in using G codes vs. 
the use of more expensive E/M codes for the office visits. That is 
clearly demonstrated in the patient example 1: the 79 times the G 
code was billed - it was billed for 79 follow up visits instead of 
more expensive office visit code. 
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Office Visits G Codes Total Visits 
2014 2330 5104 8239 
2015 2056 5622 8157 
2016 1146 ' 6621 7885 
2017 1373 7294 8491 
2018 1160 7907 8111 
2019 2317 8838 9494 

Implementation of the LCD OH L36029 (27) 

Our study also provides a clear proof that frequency of 
the SBIRT/G code monitoring should depend on the compliance 
with the prescribed opioid medications and NARX score risk 
stratification, rather than reliance on the self-reported risk factors 
like alcohol or drug use in the initial evaluation by the staff or by 
a pain psychologist. 

LCD OH L36029 [27] sets the frequency of monitoring that 
depends on prescribed opioid medications and other elements and 
not only on the initial psychological evaluation that used. These 
are the factors that set the frequency of testing and screening 
(including the SBIRT/ G codes use). 

• Patient history, physical examination, and previous laboratory 
findings 

• Current treatment plan 

• Prescribed medication(s) 

• Risk assessment plan 

The rationale for such screening LCD OH L36029 defines as: 

• Identifies the absence of prescribed medication and potential 
for abuse, misuse, and diversion; 

• Identifies undisclosed substances, such as alcohol, 
unsanctioned prescription medication, or illicit substances; 

• Identifies substances that contribute to adverse events or drug
drug interactions; 

• Provides objectivity to the treatment plan; e. Reinforces 
therapeutic compliance with the patient; 

• Provides additional documentation demonstrating compliance 
with patient evaluation and monitoring; g. Provide diagnostic 
information to help assess individual patient response to 
medications ( e.g., metabolism, side effects, drug-drug 
interaction, etc.) over time for ongoing management of 
prescribed medications. 

All these elements and factors are documented in our 
records and evaluated in our study. We would like to illustrate the 
importance of this approach using the examples below: 
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Patientexamples that show an efficient SBIRT implementation 
that enables successful patient participation in the program and 
timely detection of aberrant drug-seeking behavior. 

(Patient examples reviewed by the ABPMR without 
protective health care information disclosure and provide examples 
of the common cases mistakenly denied overlooked by providers 
and denied by third party payers). 

Example #1: DS. This patient-reported the last drink 26 years ago, 
however, this patients meet criteria for a high-risk patient with a 
chronic pain syndrome failed back syndrome after (s/p)4 back 
surgeries). This is an example of SBIRT screening directed towards 
compliance with the prescribed opioid substances and confirmation 
of the lack of the non prescribed narcotic substances as per SMBO, 
Ohio Board of Pharmacy and NARX (25), CDC, and LCD OH 
L36029 We will analyze the necessity and the frequency of the 
SBIRT and G code screening (SBIRT /G code) code at least 79 
SBIRT (G code) performed since 2015) and the impact on patient 
compliance and participation in the program. 

Case Review: This is a patient s/p 4 back surgeries that require 
chronic pain management. 

NARX score analysis/ example 1 

Narcotic Score 470 Sedative Score 170 Overdose Risk Score 
190 (Odds ratio for overdose and death is about 10 times higher 
than average please refer to the NARX score review material 
enclosed (25 In addition, he is currently on 60 MME daily (Three 
times the dangerous dose threshold per CDC guidelines), he has 
received more than 150 prescriptions from 5 different prescribers 
using 2 different pharmacies including high-risk substances like 
Oxycodone, Morphine Sulphate and Fentanyl (that is responsible 
for a large number of overdoses and death). 

Since this is a high-risk patient on chronic opioid medications, 
he requires frequent follow-ups and compliance monitoring. 
Our practice monitored the patient compliance with at least 79 
screenings and brief interventions performed over the span of the 
last 3-4 years. This number is conservative for this type of patient 
and required by the SMBO, Ohio Board of Pharmacy and NARX, 
CDC, and LCD OH L36029. 

The screenings are related to continuous exposure to 
different narcotic substances and not to his prior drinking history 
as described above. Of note, this chart was reviewed by the Board 
of Pharmacy in 2015 and found fully compliant. 

Use of different codes for this patients would have resulted 
in increased cost for the third party payers. 

This example shows how efficient and cost-effective use 
of the SBIRT screening (G0397 code) use saves significant costs 
funds for the third party payers and enforces compliance for the 
high-risk patients. 
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Also, this patient has been coming to our practice for close 
to 5 years ( despite multiple competing providers just a few miles 
away) and even volunteered a video testimonial (together with 
close to 70 other patients). 

Example #2: LH, on the initial interview with the pain psychologist 
- the patient did not report any history of alcohol or drug abuse. 
The Board of Pharmacy NARX score defines this patient as a very 
high-risk patient:. 

NARX score analysis/example 2 

Narcotic Score 451 Sedative Score 290 Overdose Risk Score 
370 Stimulant Score 20 (Odds ratio for overdose and death is about 
at least 12 times higher than average or more please refer to the 
NARX score review material enclosed [25] Additional risk factor 
more than IO0MME with an average 40 MME daily (please find 
the original NARX report enclosed). Recently patients are getting 
60 MME daily. These are very dangerous doses according to the 
NARX and CDC guidelines attached that require frequent SBIRT 
(G code screenings). 

The patient received more than 82 prescriptions for several 
types of medications including Percocet, Oxycodone, Morphine, 
Hydrocodone, Phentermine, Lyrica, and Gabapentin from 7 
prescribers and 5 pharmacies. 

44 screenings and brief interventions (SABIRT/G code) 
performed over the span of the last 3-4 years for such risk patients 
is a reasonable required number as per SMBO, Ohio Board 
of Pharmacy, and NARX, CDC, and LCD OH L36029. The 
screenings are related to continuous exposure to different narcotic 
substances. 

Use of different codes for this patients would have resulted 
in increased cost for the third party payers. 

This example shows how efficient and cost-effective use 
of the SBIRT screening (G0397 code) saves enforcement for the 
very high-risk patients on multiple controlled substances and saves 
funds for third-party payers. 

Example #3: LH 

Case Review: This is a chronic pain patient with a symptomatic 
spinal stenosis who requires chronic pain management. Besides, 
the patient reported being a victim of physical domestic abuse 
(additional risk factor) and required chronic benzodiazepine 
therapy (alprazolam). 

The patient had multiple prescriptions of alprazolam (potent 
benzodiazepine) combined with opioids (12) which is an additional 
high-risk factor for overmedication and death that requires SBIRT 
interventions each time the combination is prescribed according 
to the CDC guidelines. Please find the list of the prescriptions 
enclosed. 
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The patient had an abnormal urine drug screen which 
positive for non prescribed benzodiazepine (which a very high
risk factor combination of medications as per accepted guidelines) 
and the follow up pain psychology report that conditioned patient 
clearance for opioids with closed monitoring (SBIRT protocol/G 
codes). 26 screenings and brief interventions (SBIRT/ G codes) 
performed over for such a very high-risk patient is a reasonably 
required r as per SMBO, Ohio Board of Pharmacy and NARX, 
CDC, and LCD OH L36029. 

The screenings are related to continuous exposure to a 
combination of benzodiazepines narcotic substances and not to 
the patient's prior drinking history. Use of different codes for this 
patients would have resulted in increased cost for the third party 
payers. This example shows how efficient and cost-effective use 
of the SBIRT screening (G0397 code) saves enforcement for the 
high-risk patients on opioids and benzodiazepines and saves funds 
for the third-party payers. 

Cases 1-3 show that despite the initial denial of prior 
risk factors (i.e drinking history) on the initial psychological 
interview, NARX score and structured assessment analysis can 
help to implement proper SBIRT/ G code screening for safety and 
compliance. 

Example #4: JM 

Patient chart review shows that the patient was prescribed 
on October 20, 2016, 30 tablets of OxyCodone 5 /APAP 325 for 
15 days as per state prescription monitoring system (OARRS). On 
11/2/16 our practice performed a random urine screen that was 
NEGATIVE for prescribed OxyCodone. The urine screen was 
reviewed by a Doctor of Pharmacology consultant and discussed 
with a pain psychologist, both of them requested tight monitoring 
because of concern for medication diversion (which is considered 
a felony by the state of Ohio and federal law). 

Also, the follow-up note dated 11/02/16 states that the 
patient did not bring medication bottles for a pill count. The patient 
claimed she "has a lot of Percocet at home" raising additional 
concerns about hoarding and medication misuse. Unfortunately, 
the patient was not compliant with the reasonable monitoring and 
self-discharged herself. 

NARX score analysis/example 4 

This patient has a high NARX score (Narcotic score 371, 
Sedative score 150, Overdose risk score 170), she received opioid 
medications from 7 prescribers, using 4 pharmacies based on the 
Board of Pharmacy database. 

In summary, our management of the case was appropriate 
and mandated by the federal and state law, SMBO, Ohio Board of 
Pharmacy, DEA, and CDC regulations. Patient examples of proper 
use of informed consent and respect for patient autonomy based on 
the AANEM policies and guidelines [ 6, 7]. 
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In the previous part of the study dedicated to the EMG/ 
NCV protocol, we introduced the use of informed consent in our 
practice. The following examples analyze the use of the informed 
consent by the patients. 

Example# 5 

ST This is a high-risk patient (NARX score analysis defines her 
as a high-risk patient: Narcotic Score 441 Sedative Score 200 
Overdose Risk Score 340 (Odds ratio for overdose and death is 
about 10 times higher than average as per Ohio PMDS (OARRS) 
manual [25]. The Board of pharmacy summary also mentioned 
more than 5 opioids or sedative providers from 4 pharmacies. 
Proper testing such as NCV /EMG testing is necessary for such a 
patient for documentation of organic pathology. 

This patient "First refused the needle EMG, then left the box 
unchecked and then agreed to the needle EMG test". The patient 
refused the needle EMG in 2014, later when the patient required 
prolonged care in 2016, and in 2017 she agreed to the needle 
testing. In 2016 she gave verbal consent (not marking the checkbox 
is irrelevant based on the AANEM ethical guidelines enclosed) 
and 2017 she gave both verbal and written consent which is also 
consistent with the guidelines. Patient informed consent for and 
against the testing was respected each time as per AANEM and 
Medicare consent policy. The 2014 and 2016 tests were both carpal 
tunnel evaluation exempt by the AANEM policy and provided 
credible information even without the needle testing. 

Example # 6 MS 

MS is a high-risk patient. (NARX score analysis defines 
her as a high-risk patient: Narcotic Score 381 Sedative Score 160 
Overdose Risk Score 210 (Odds ratio for overdose and death is 
about 10 times higher than average please refer to the NARX score 
review material enclosed [25]. Mark recently had a urine screen 
positive for use of illicit marijuana (as per consultation with the 
Doctor of Pharmacology consultant). The Board of pharmacy 
also mentioned more than 4 opioids or sedative providers from 2 
pharmacies (total more than 50 prescriptions). Proper monitoring 
testing such as NCV/EMG testing and alternative procedures are 
necessary for this patient. 

This patient also has been seen at our practice for several 
years ( despite multiple competing providers just a few miles away) 
that testifies for the quality of care she has received. Close follow up 
that included an interview by pain psychologist and psychological 
assessments helped to address patient anxiety. This patient initially 
refused the needle EMG testing. Even though the test is called 
"Needle" EMG, the test is performed using a recording probe (and 
not a needle) in a conventional sense (nothing is injected through 
the EMG "needle"). Therefore it's quite natural for a patient to 
refuse the needle EMG testing that does not directly relieve the 
pain (and also involves 6-12 probe sticks). 
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At the same time, the patient agreed to the nerve block 
injection that involved one small needle stick that provides 
immediate pain relief through medications injected through 
the needle. Patient informed consent for and against the testing 
was respected each time as per AANEM and Medicare consent 
policy. The 2014 and 2016 tests were both carpal tunnel evaluation 
exempt by the AANEM policy and provided credible information 
even without the needle testing. 

POC UDS testing 

Use of the POC UDS testing performed in compliance with 
the state and federal guidelines as part of the patient monitoring 
program using the risk stratification scale discussed above. Data 
shows a significant impact of the testing on the patient treatment 
plan and compliance [13-15]. 

Ultrasound-guided procedures 

Ultrasound-guided procedures (peripheral nerve blocks, 
trigger point injections, and others). The minimally invasive 
procedures are cost-effective alternatives to the opioid medications 
required by the guidelines. All the patients received the informed 
consent and the medical necessity forms. Statistical analysis shows 
a strong impact of these procedures on the patient treatment plan 
and compliance. 

Analysis of sample 2 - discharged patients 

We have reviewed the charts of patients positively screened 
for non-compliance with the patient contract (illicit substance 
abuse, failed pill counts, doctor shopping, urine screens negative 
for prescribed medications, and other issues) using the SBIRT 
protocol (G codes) that we discussed. 

Methods 

• A retrospective review of charts of regular and incomplete 
studies to assess the impact of the test on the treatment 
decision making (such as choosing non-opioid adjuvant 
medications and opioid medications, pain reduction and 
functional improvement as documented by PADT forms and 
performance of proper clinical assessment that justify study 
repletion in the selected group of patients. 

• The retrospective review studies the impact of the frequency 
of the SBIRT protocol (G codes such as G0397), of the POC 
DDS (80307, 80304) and minimally invasive procedures on the 
pain reduction (76942, 64450, 64418, 20533 and other similar 
codes) on the treatment decision making (such as choosing 
non-opioid adjuvant medications and opioid medications), 
pain reduction and functional improvement as documented by 
PADT forms and performance of proper clinical assessment as 
all the compliance and participation in the program (lengths of 
participation in months). 
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When pain reduction was 30%-50% we defined it as a 
"Moderate", above 50% a "Significant" and more than 70% a 
very significant pain reduction. When functional improvement as 
documented by PADT included 2 parameters or more, we called 
it significant, if only one parameter we called it a "moderate" 
functional improvement. If three or more functional parameters 
improved we called a very significant improvement. The effect is 
illustrated with several patient example analyses. 

Results 

SBIRT and UDS and procedure impact analysis 

Sample 1 

NARX Score (risk stratification) and SBIRT protocol 
screening effectiveness analysis. 

The table below how the average NARX scores change with 
Months in Program: 

Table 1: 

Months Average Max 
Number 
Patients 

Short (1 month) 308 450 6 

Medium (> 1 month, < 
271 390 13 2 years) 

Long (2 years) 309 770 23 

NARX Score (risk stratification) and SBIRT protocol screening 
effectiveness analysis results 

Enforcing and monitoring patient compliance is a major 
challenge for pain management programs. The average and the 
maximum NARX scores reflect the high risk and the very high
risk profile of our patient population. Our SBIRT protocol and 
other tests and treatment described in the study is effective in 
monitoring and enforcing the high-risk patient compliance for 
prolonged periods (more than 23 months). 

Functional Improvement Analysis 

The table below compares Months in Program vs Functional 
Improvement (based on the PADT and other tools). Given the low 
number of patients in the 'less than a 2-year group, these 3 groups 
are combined. 

Table 2: 

Moderate Significant Very Total 

Less than 
16 7 6 29 2 years 

2 years 5 1 20 26 

21 8 26 55 
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Table 3: 

% of Row Totals for the table above. 

Moderate Significant Very 
Less than 2 years 55.2% 24.1% 20.7% 

2 years 19.2% 3.8% 76.9% 

For example, of the 26 patients with 2 years of treatments (for 
whom we also had data on Functional Improvement), 20 of them 
or 76.9% showed Very Significant Improvement. 

Performing a chi-square test in Table 3 (combining the first 2 
columns to enhance the test) shows there is a significant difference 
in 'months of Treatment (p<.01). 

Functional Improvement Analysis Results 

There is a significant relation (at .05 level) between Months 
in Program and Functional Improvement. The SBIRT protocol 
and other treatments in our program showed a strong statistically 
significant impact on the patient functional improvement - which 
is the main outcome measure of the pain management program. 

Pain Reduction analysis 

Table 5: 

Moderate Significant Very Total 

Less than 2 
22 4 2 28 years 

2 years 17 5 4 26 

Total 39 9 6 54 

Table 6: 

% of Row Totals for Table above 

Moderate Significant Very 

Less than 2 years 78.6% 14.3% 7.1% 

2 years 65.4% 19.2% 15.4% 

Most patients had only moderate pain reduction (72.2%). Of 
the patients in the program for 2 years, 15% ( 4 out of 26) had Very 
Significant pain reduction while 65% of the 2-year patients had 
Moderate Pain Reduction. 

Performing a chi-square test on Table 5 ( combining the last 2 
columns to enhance the test) shows there is a significant difference 
in 'months of Treatment (p=.02). 

Pain Reduction analysis results 

We demonstrated a very significant pain (p=.02) reduction 
over time in our program. As time participation in the program 
increases (more than 2 years), the pain reduction becomes more 
significant. 
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Statistical analysis 

Sample 2 

NARX Score (risk stratification) and SBIRT protocol screening 
effectiveness analysis 

The table below how the average NARX scores change with 
Months in Program 

Table 7: 

NARX Score vs Months in Program 

Average Max Number Patients 
<2 

317 480 9 years 

NARX Score (risk stratification) and SBIRT protocol screening 
effectiveness analysis results (sample 2): 

Enforcing and monitoring patient compliance is a major 
challenge for pain management programs. As we have observed in 
sample I, in sample 2 the average and the maximum NARX scores 
reflect the high risk and the very high-risk profile of our patient 
population. Our SBIRT protocol and other tests and treatment 
described in the study is effective in monitoring and enforcing the 
high-risk patient compliance for prolonged periods (more than 23 
months). 

Functional Improvement Analysis 

The table below compares Months in Program vs Functional 
Improvement (based on the PADT and other tools). Given the low 
number of patients in the 'less than a 2-year group, these 3 groups 
are combined. 

Table 8: 

Months in Program vs Functional Improvement 

Significant 
< 2 years 5 
2 years 8 

Table 9: 

% of Row Totals for the table above 

< 2 years 
2 years 

S,gmrant 

Very 

6 

25 

Total 

11 
33 

The table below compares Months in Program vs Functional 
Improvement (based on the PADT and other tools). Given the low 
number of patients in the 'less than a 2-year group, these 3 groups 
are combined. 
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Functional Improvement Analysis Results 

All the patients in the sample stayed in the program for 6 months or longer, most of the patients for 2 years or longer. All the 
patients achieved functional improvement at 6 months and continue with significant or very significant improvement after that. 

Pain Reduction analysis 

Table 10: 

Months in Program vs Pain Reduction 

Moderate Significant Very Total 
< 2 years 4 5 0 9 
2 years 0 21 11 32 

The difference between the"< 2 years" group and the "2 years" group is statistically significant (binomial test, P<.01) 

Table 11: 

% of Row Totals for Above Table 

Moderate Significant Very 
<2 years 44.4% 55.6% 0.0% 
2 years 0.0% 65.6% 34.4% 

Pain Reduction analysis results 

We demonstrated a very significant pain (p=.0 1) reduction over time in our program. As time participation in the program increases 
(more than 2 years), the pain reduction becomes more significant. 

Sample 3 (discharged patients) 

Average 
Number 

Discharge Reason Number % Total with 
Patients Patients 

3 months 6 Months 12 Months 2 years NARX 
NARX 

Score 
Score 

coc 14 35.9% 7 2 4 l 367 14 
THC 2 5.1% 2 0 0 0 160 1 

METH 2 5.1% 2 0 0 0 80 1 
ETOH 12 30.8% 2 2 5 3 442 11 
FENT 1 2.6% 1 0 0 0 50 1 

ADLTERATION OF URINE 3 7.7% 3 0 0 0 236 3 
BUP 5 12.8% 4 0 0 1 486 5 

Two-thirds of all Discharge reasons were for COC or FPC. 

Dividing the patients into 3 groups, COC, FPC, ALL Others, there is no significant difference in Average NARX Score amongst 
the 3 groups (t-test at .05 level). 

Discharged patient analysis results 

Data shows the high complexity and the high-risk status of our patients. The most discharged patient tested positive for cocaine 
(COC) and ETOH (35.9 and 30.8 percent), the highest NARX score was associated with buprenorphine (486). 

NCV/EMG study analysis results 

All initial and repeated tests were performed after a comprehensive evaluation and proper documentation of medical necessity as 
required by the AANEM guidelines and Ohio LCD. 
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All NCV tests with or without EMG testing had a documented 
impact on the narcotic and non-narcotic medication prescriptions, 
pain reduction, and functional improvement. 

There was a significant association between pain reduction 
and functional improvement. 

Pain Reduction Functional Improvement 

Moderate 58.3% 20.8% 
Sie.nificant 16.7% 25.0% 

Verv Sie.nificant 25.0% 54.2% 

Applying a chi-square statistic to patient outcomes of 
functional improvement, we observe: that NCV and NCV+EMG 
are statistically significant at the .05 level. 

Association between the repetition of the test and functional 
improvement (number of studies and percent of patients): 

No Repeat 
Repeat 

No Repeat 
Repeat 

Conclusion 
SBIRT analysis 

Moderate 
5 

0 

Moderate 
20.8% 

0.0% 

Significant 
5 

14 

Significant 
20.8% 

58.3% 

The use of the SBIRT protocol (G codes such as 00397), of 
the POC UDS (80307, 80304) and minimally invasive procedures 
on the pain reduction (76942, 64450, 64418, 20533 and other 
similar codes) show a significant documented positive effect on 
increasing overall patient safety, encouragement of safe controlled 
substance prescribing for practitioners, maintaining compliance 
with State and Federal laws and regulations, reduction of patient 
overdose deaths, early detection and intervention of substance use 
disorder, and improving overall standards of care. 

The vast majority of patients in the sample fit the high-risk 
profile which requires frequent SBIRT monitoring. CPMI SBIRT 
protocol is associated with effective long-term monitoring of 
compliance of the chronic pain patients on opioid medications 
and effective diagnostics of aberrant drug-seeking behavior and 
referral to Addiction Medicine evaluation. Our protocol is based 
on the "Pain Management Best Practices Inter-Agency Task 
Force Report", Medicare MLN and LCD OH L36029, Medicare 
guidelines for the presumptive and definitive testing, Medicare 
CPT code definitions. 

This study has important conclusions for third-party payers 
and clinicians. SBIRT protocol (G codes such as 00397) is 
mandatory for a compliant pain management practice. Without 
proper implementation of the SBIRT protocol (G codes such as 
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G0397), a safe and compliant pain management program is hardly 
possible, and patients and staff are exposed to significant risks. 

Alcohol/substance abuse structured assessments and 
brief interventions of 30 minutes or longer, under code G0397 
(SBIRT protocol) performed at Comprehensive Pain Management 
Institute, LLC are based on the accepted guidelines and "HHS 
Pain management best practices inter-agency task report" and 
required for the state and federal guidelines compliance. The 
SBIRT protocol is documented on all the charts in the study and 
compliant with the Medicare MLN # and LCD OH L36029. 

This study shows a significant positive impact of the 
SBIRT protocol on pain reduction and function improvement is 
well documented in this study. SBIRT protocol is mandatory for 
the compliant operation of a pain management clinic providing 
medical management to the population with a significant percent 
of high-risk patients in the high-risk area like Ohio. Denial 
coverage for these services by third-party payers or defining them 
as "unallowable costs" puts the practice in noncompliance with 
the guidelines described above making the ethical operation of the 
practice impossible and putting patients and staff at considerable 
risk. 

Denial payments for the appropriate testing and screening 
procedures for drugs and alcohol (such as of the SBIRTprotocol (G 
codes such as G0397) required by the state and national guidelines) 
would not only significantly impact of a pain program ability to 
function as a business, but would also put an extremely vulnerable 
patient population at risk. The chronic pain patient population is 
unique as compared to many other specialties. Our patients are 
extremely complex; we take pride in creating individualized 
treatment plans which do require a significant amount of testing 
and time for screening for substance and alcohol use and other 
tests and procedures described in this study. However, this allows 
our patients to avoid the risk of morbidity and mortality (Ohio has 
one of the highest rates of opioid mortality per I 000 population in 
the country) and achieve significant pain relief and improvement 
in the level of function relative to managing their pain. 

NCV/EMG analysis 

Using a chi-square test, we can and conclude (with P<.01) 
that repeating the test has a positive association with functional 
improvement. 

The association can be explained by the fact that an 
additional comprehensive evaluation was performed prior to the 
test and additional NCV and EMG test results were incorporated 
in the treatment plan that helped to achieve additional functional 
improvement. 

A functional improvement which is the main goal of pain 
management program ( which is more important that pain reduction) 
has most strong statistically significant improvement with the use 
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of the NCV and EMG testing (with or without the needle testing). These findings underscore the medical necessity and cost-effectiveness 
of the NCV and EMG tests based on the sample examined. 

NCV with or without needle EMG tests as part of the effort to document organic pathology (both initial tests and follow up tests) 
are medically necessary tests and cost-effective tests that have a strong statistically significant contribution to the proper choice of 
medications and procedure for chronic pain patients and strongly a

0

ssociated with functional improvement and pain reduction. 

Despite a possible improvement in 2018-2019 data, objective data (figure I) shows that a new approach described in this review by 
the medico-legal system and third party payers required to address the opioid crisis and protect the population at the high risk for COVID 
19 epidemic (figure 2). These trends are confirmed by the Cuyahoga County Medical Examiner's Office (figure 4 and 5) for 2019 and the 
beginning of the 2020. Ofnote, Cuyahoga County is one the most affected counties by COVID-19 as well. 
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Figure 4,5 and 6 (Cuyahoga County Medical Examiner's Office) 
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As a small independent office, without a special research 
budget me have done our best to provide SBIRT care with is 
compliant with the best standards in the specialty based on the 
American Board of Physical medicine and Rehabilitation and 
HHS guidelines discussed above. 

We advocate for large prospective studies and provider and 
third party payor education on these subjects. 

Additional risks of SBIRT denials during the COVID-19 
pandemic American Academy of Pain Medicine (AAPM) 

American Academy of Pain Medicine (AAPM) recently 
made recommendations for COVID-19 pandemic 20) additional 
requirements for SBIRT including additional withdrawal screening 
and mental screening suggested. Denial of the SBIRT and other 
services exposes staff and patients for additional risks during 
the pandemic. In addition the AAPM guidelines required using 
expensive personal protective equipment (such as N-95 masks). 
Denials of the SBIRT and other services deplete necessary practice 
funds required for the personal protection equipment and creates 
additional risks for staff and patients. The recent AMA brief [26] 
alarms about great concern over increased opioid mortality during 
COVID 19 pandemic. 

Concerns for singling out minority patient populations and 
practices 

There are multiple concerns raised about racial disparity, 
social injustice in context of the opioid crisis. Specifically concerns 
related to the fact that minority populations and practices targeted 
with unjust denials of the SBIRT and other essential services. On 
many occasions, these denials are done without a proper review 
process specified in the Medicare integrity manual, without 
adequate expert review and with no expert review at al. That is one 
the reasons for the increased gap between opioid mortality in Ohio 
and average nation levels (2,6 time higher in Ohio, see Figure 1). 

Huge Medicare Medic Aid HMOs silence criticism of these 
policies and denials by ignoring business integrity and patients 
safety retaliatory recoupment and forcing providers to resign from 
the plan. Several concerns were raised about Caresource the billion 
dollar HMO that controls more then 50% of the Ohio market by 
more than ten senators (Figure 7, 4) in 2018. In April 2020 Case 
Western Reserve University, Board of Health of Cuyahoga County 
organized a conference on the Racial Disparity, Social Justice and 
the Opioid Crisis Conference at Case Western Reserve University 
[21] (the conference had to be postponed because of the pandemic). 
In June 2020, both Columbus and Cleveland proclaimed racism 
a public health emergency [22,23]. It is important to see these 
declaration and concerns translated into practical changes to avoid 
additional risk to the medical personnel and patients. 

Concerns of the overregulated environment 

As discussed during the Case Western Reserve University 
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meeting [16], regulations, audits and supervision are necessary in 
middle of the opioid crisis. At the same time excessive regulations 
that interfere with efficient function of the pain clinics (the first 
responders in the opioid crisis), manipulation of the regulatory 
agencies by the retaliatory complaints from patients discharged 
for non compliance result in a significant worsening of the opioid 
crisis. (Figure 1 ). 

SBIRT and other services denials and security risks to the staff 
and patients 

The recent survey by the American Academy of Pain 
Medicine found high rate offinds high rate of violent threats toward 
pain practitioners [24]. Our practice has suffered from property 
damage, threats to the staff and recently from an unprovoked 
assault of the physician and two female medical assistants by a 
violent patient with aberrant drug seeking behavior. 

The Columbus city prosecutor (Case 2020 CR B 001416) 
mentioned that "Because of the lack of funding secondary to 
insurance denials of essential services (such as screening and brief 
intervention for drug and alcohol) (pain practices like ours) do not 
have appropriate funding for additional security measures". 

This is a real public safe and health crisis that requires urgent 
attention. 
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A) Describe, in detail, your role in the project. 

untary Practice Improvement Project (PIP): Impact of Nerve Conduction Studies with or without needle 
~MG testing on the medical management, pain reduction and the functional outcomes of chronic pain 
patients. 

Leon Margolin MD, PhD/Comprehensive Pain Management Institute, LLC 

Submitted as a required for maintenance of certification of American Board of Physical Medicine and 
Rehabilitation 

Adviser: Professor Stanley F. Wainepal MD, MPH, Clinical Director Deaprtment of PM&R, Momtefiore 
Medical Center. 

Background: Opioid epidemic crisis affects the lives of thousands of Americans on a daily basis. From 
1999 more than 183,000 Americans died from overdoses (more than 3 times the number of victims of 
Vietnam War). On an average day in the US close to 5,800 people misuse opioids for the first time, over 
1,000 Americans on an average day treated in the emergency departments for issues related to opioid 
,11isuse. The societal and healthcare cost of opioid epidemic is 55 billion dollars each year and it 

inues to rise. 

per screening of pain management program patients (including NCV/EMG) for narcotic medications is 
extremely important in prevention of street drug use. 2018 National Drug Threat Assessment conducted 
':Jy the Drug Enforcement Administration, showed that prescription drugs such as "opioids were 
;·esponsible for the most overdose deaths of any illicit drugs since 2001" and "heroin-related deaths 
nearly doubled from 2013 to 2016". 

Ohio one of the state mostly affected by the opioid crisis. Efficient and ethical pain management program 
that uses appropriate testing to document organic pathology and screen appropriate candidates for pain 
medications and referred other patients to Addiction medicine evaluation is extremely important in this 
challenging environment of the opioid epidemic crisis. 

:\Jational and state guidelines require documentation of the organic pathology as part of a comprehensive 
2valuation in a pain management clinic. NCV, EMG and Autonomic testing is part of such evaluation. 
For example, Mayo Clinic Proceedings (June 2015; 90(6):828-842) that were adopted by the state of Ohio 
and referenced on each printed copy of the OARRS report, reported that in the area of pain management 
"the predominate reason for inappropriate care was a failure of the prescribing physician to adequately 
verify patient's prior medical history". Appropriate testing including NCV and EMG is a step in such 
• erification. 
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3) Dates of your project: 

rt date: 10/01/2018 

End date: 11/17/2018 

2.) Plan: Identify an area,in your practice that needs improvement. 

/.\) What is the problem you are trying to solve? 

What do you want to improve? Look for inefficiencies, annoyances, or safety issues. Consider complex 
Issues, but focus on simple solutions. 

:s there a problem that has led you to test the impact of the NCV with or without EMG. Those without 
~esting do worse for example--

~e(Comment}: Can you clarify the problem--is it incomplete evaluations that do not include EMG/NCS and 
:Joor outcomes prior to your implementation ? 

., wer: NCV and EMG testing is an extension of PMR examination (please review medical necessity 
w}, it's important to show the impact of the test on the program outcomes.frequently pain 

, . __ nagement patients are not fully cooperative with the full test (please see below} and the goal is to 
·:est the impart of the NCV with or without EMG. 

··Many of these chronic pain patients seen by the CPMI suffer from anxiety and depression, and/or drug 
;eeking behavior and had a poor tolerance of the NCV/EMG testing and poor cooperation with the test, 
:2specially with the needle part of the test (EMG}, (this part performed with inserting EMG needle in 6-12 
.;ites} and frequently refused by the challenging patient population. All the patients were offered the 
=nclosed (emailed to Kendell} written consent based on the enclosed AANEM guidelines." 

:~II the patients in the study were referred to us after the opioid medications have been started by the 
·xevious provider (typically PCP}, under the circumstances we could not wave a necessary test for 
,-esearch purposes to maintain proper Ohio state (TDDD HB 93) compliance. That's why there no controls 
Nithout NCV/EMG. We did internal controls patients with only NCV, patients who got different degrees of 
:"unctional improvement and pain reduction. That's the best ethical set up for the study we can create. 

edical Necessity: Most of the Comprehensive Pain Management Institute, LLC (CPMI } patients are 
plex high/medium risk chronic pain patients. Neuropathic pain, peripheral neuropathy, chronic 

:-adiculopathy and other neurodiagnostic pathology is prevalent among this patient population and 
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·equire appropriate neurodiagnostic studies. 

The practice of the CPMI is to see patient by referral from primary care providers or specialists. 
\'1ost of the patients referred to CPMI for the evaluation of chronic pain in two or more extremities, or 

e the diagnosis of peripheral neuropathy, lumbar or cervical radiculopathy suggested by the referring 
vider. 

The number of NCV/EMG tests based on the enclosed CPMI NCV/EMG policy and OH local coverage 
,fotermination (A54158). All patient had a comprehensive evaluation including initial, follow up evaluation 
iorms, PADT forms enclosed and extensive review of OARRS repots, offered a written consent based on 
:he AANEM guidelines with a detailed explanations of the risk and benefits of the tests. NCV are reviewed 
Jnd incorporated in the treatment plan. 

The most commonly tested nerves in the upper extremities were sensory ulnar, median and radial 
;tudies, motor median, ulnar, radial and in selected cased Axillary studies with Median and Ulnar F 
·Naves. For the low extremities the studies included sensory Sura!, Superior Peroneal, Motor studies 
:ncluded Common Peroneal, Tibial nerves and Common Peroneal and Tibial nerve; F waves and H reflex 
;tudies selected based on the comprehensive assessment results. The needle examination typically 
:ncluded (UE) Cervical Paraspinals, Deltoid, Biceps, Extensor Carpi Radialis, Triceps, Flexer Carpi Radialis, 
/\PB muscle, (LE) Lumbar Paraspinals, Vastus medialis, Extensor Hallucis Longus, Biceps Femoris, 
.Jeroneus Longus, Medial Gastrocnemius, the studies selected based on the comprehensive assessment 
·esult. 

,een 2011-2015 as a result of regulatory changes in the state of Ohio (including HB 93 law), CPMI 
ived a high number of referral/evaluation requests for high risk challenging patient population . 

. ·"1any of these chronic pain patients seen by the CPMI suffer from anxiety and depression, and/or drug 
,eeking behavior and had a poor tolerance of the NCV/EMG testing and poor cooperation with the test, 
~specially with the needle part of the test (EMG), (this part performed with inserting EMG needle in 6-12 
;ites) and frequently refused by the challenging patient population. All the patients were offered the 
~nclosed written consent based on the enclosed AANEM guidelines. 

)r. Margolin maintains certification by the ABPM&R (that includes NCV and EMG training) in addition to 
:he Pain Medicine certification and has completed a large number of the relevant CM Es (examples 
Jttached). CPMI demonstrated a high level of compliance with the AANEM guidelines, OH Local Coverage 
)etermination and state and national guidelines as reflected by the attached CPMI policies and 
Japerwork (i.e. NCV EMG forms, initial follow up evaluation forms and PADT forms). 

,:ost Efficiency of the Testing: The cost of opioid epidemic is more than 55 billion dollars a year and keeps 
·ising annually. Pain Management programs like our practice that carefully screen and test patient to 
)roperly document organic pathology and utilize alternative treatments, careful monitoring and SBIRT 
.~pproach not only prevent significant morbidity and mortality, but save very significant costs to the 

lthcare system. 

fficient testing, can potentially result in either prescribing opioid medications to not appropriate 
:andidates that can potentially overdose or divert medications to other people, or not prescribing 
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appropriate pain medications to patients who may look for alternatives "on the street" with significant 
:-isks or morbidity and mortality. The host of hospitalization including ER, inpatient care, ICU, 
.jetoxification and maintenance programs is astronomic and can be reduced by patient screening and 

ing including NCV/EMG testing and other testing. 

r practice performs the NCV/EMG testing and other testing for a fraction of the cost charged by main 
:,ospitals in the area including the Ohio State University clinic. 

:3) What data {objective measurements) do you have that supports this as a problem? 

~eview your records or begin tracking how often the issue is occurring an€! under what conditions. 

Can you provide data that serves as a baseline that can be compared to the results after implementation 

~e: Comment: Rigorous categorical data based on PADT, Functional Flowchart forms, initial and follow up 
evaluation forms, informed consent and medical necessity forms (examples e mailed to Kendall), OARRS 
~Ohio PMR) etc. 

Jata reviewed by Professor Wainapel (his letter fo support e mailed to Kendall) he wrote that: "These 
'indings would likely be of considerable interest to physiatrist, other specialties ... and to the third party 
'.)ayors ... " 

y design: Retrospective review of charts (please see the list of the selected charts enclosed) both of 
,·egular and incomplete studies to assess the impact of the test on the treatment decision making (such 
:1s choosing non opioid adjuvant medications and opioid medications, pain reduction and functional 
Improvement as documented by PADT forms and performance of proper clinical assessment that justify 
.,tudy repletion in the selected group of patients. 

When pain reduction was 30%-50% we defined it as a "moderate", above 50% a "significant" and more 
::han 70% a very significant pain reduction. When functional improvement as documented by PADT 
included 2 parameters or more, we called it significant, if only one parameter we called it "moderate" 
:unctional improvement. If 3 or functional parameters improved we called a very significant 
;mprovement. 

:~esults Analysis and Conclusions: 

/\II initial and repeated tests were performed after a comprehensive evaluation and proper 
,jocumentation of medical necessity as required by the AANEM guidelines and Ohio LCD. 

!.~II NCV tests with or without EMG testing had a documented impact on the narcotic and non narcotic 
dication prescriptions, pain reduction and functional improvement. 
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There was a significant association with the pain reduction and functional improvement. 

Pain Reduction Functional 

‘-Mprovement 

Moderate 58.3% 20.8% 

Significant 16.7% 25.0% 

Very Significant 25.0% 54.2% 

Applying a chi-square statistic to patient outcomes of functional improvement, we observe: that NCV and 

NCV+EMG are statistically significant at the .05 level. 

Association between the repetition of the test and functional improvement (number of studies and per 

t of patients): 

Moderate Significant 

No Repeat 55 

Repeat 0 14 

Moderate Significant 

No Repeat 20.8% 20.8% 

Repeat 0.0% 58.3% 

Jsing a chi-square test, we can and conclude (with P<.01) that repeating the test has a positive 

association with functional improvement. 

rhe association can be explained by the fact that an additional comprehensive evaluation was performed 

rior to the test and additional NCV and EMG test results were incorporated in the treatment plan that 

ed to achieve additional functional improvement. 
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C) What is your opportunity statement? State the goal you hope to achieve. 

Based on record review or measurement of current performance, determine what kind of improvement 
hope to make and set a timeframe to achieve it. 

Re Comment: Yes, I can - "Show correlation between NCV with or without EMG on the at least one 
functional parameter of PADT assessment or more, at least 30 per cent reduction in pain or more". 

Functional improvement which is the main goal of pain management program (which is more important 
that pain reduction) has most strong statistically significant improvement with the use of the NCV and 
EMG testing (with or without the needle testing). These findings underscore the medical necessity and 
cost effectiveness of the NCV and EMG test based on the sample examined. 

NCV with or without needle EMG tests (both initial tests and follow up tests) are medically necessary and 
cost effective tests that have a strong statistically significant contribution to the proper choice of 
;-nedications and procedure for chronic pain patients and strongly associated with functional improve and 
;1ain reduction 

1
~ • What is the underlying cause of the performance/quality problem? 

her and brainstorm with other physicians and staff on your unit/team. What's causing this issue? How 
.:lid you determine the cause? 

What was preventing you from doing EMG/NCV studies prior to now? Was it lack of appreciation of their 
value, no standardized ay to identify appropriate candidates etc .. 

Re Comment: We are a tertiary highly subspecialized referral private clinic, the vast majority (practically 
all) of our patients including all the patients in the study were referred to us after the opioid medications 
have been started by the previous provider (typically PCP), PCP are typically not trained in NCV/EMG and 
defer this testing to us (we operate as "one stop" evaluation and multidisciplinary treatment model). 
Some time tests were done a long time in the past but records were not available. 

fhere is no performance problem, however there is a challenge related to performance of the test for a 
challenging patient population as described below. 

Most of the patients referred to CPMI for the evaluation of chronic pain in two or more extremities, or 
ve the diagnosis of peripheral neuropathy, lumbar or cervical radiculopathy suggested by the referring 

·ider. 

The number of NCV/EMG tests based on the enclosed CPMI NCV/EMG policy and OH local coverage 
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determination (A54158). All patient had a comprehensive evaluation including initial, follow up evaluation 
forms, PADT forms enclosed and extensive review of OARRS repots, offered a written consent based on 
the AANEM guidelines with a detailed explanations of the risk and benefits of the tests. NCV are reviewed 

incorporated in the treatment plan. 

most commonly tested nerves in the upper extremities were sensory ulnar, median and radial 
studies, motor median, ulnar, radial and in selected cased Axillary studies with Median and Ulnar F 
waves. For the low extremities the studies included sensory Sural, Superior Peroneal, Motor studies 
included Common Peroneal, Tibial nerves and Common Peroneal and Tibial nerve; F waves and H reflex 
studies selected based on the comprehensive assessment results. The needle examination typically 
included (UE) Cervical Paraspinals, Deltoid, Biceps, Extensor Carpi Radialis, Triceps, Flexor Carpi Radialis, 
APB muscle, (LE) Lumbar Paraspinals, Vastus medialis, Extensor Hallucis Longus, Biceps Femoris, 
Peroneus Longus, Medial Gastrocnemius, the studies selected based on the comprehensive assessment 
result. 

Between 2011-2015 as a result of regulatory changes in the state of Ohio (including HB 93 law), CPMI 
received a high number of referral/evaluation requests for high risk challenging patient population. 

Many of these chronic pain patients seen by the CPMI suffer from anxiety and depression, and/or drug 
seeking behavior and had a poor tolerance of the NCV/EMG testing and poor cooperation with the test, 
2specially with the needle part of the test (EMG), (this part performed with inserting EMG needle in 6-12 

s) and frequently refused by the challenging patient population. All the patients were offered the 
losed written consent based on the enclosed AANEM guidelines. 

E) What Institute of Medicine 

{IOM) Quality Dimensions will be 

addressed by your project? 

Care Delivery Efficiency 

Timeliness in Care 

Care Delivery Effectiveness 

3.) Do: Describe the desired outcomes and the requirements needed to achieve them. 

:A) What change(s) did you implement? 

You can implement one change, or you can choose to do several at a time. Be specific about the changes 
fOU made. 

implemented appropriate medically necessary electrodiagnostic studies with or without the needle 
for our patient population. 
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4.) Study/Check: Describe the measurement used to assess the success of the plan. 

A) Did you achieve your goal or target reported in your opportunity statement? What 

a do you have to support your conclusion? 

...IS is a simple yes or no, and cite the evidence. After the timeframe indicated in your opportunity 

statement, review your performance. (It’s good practice to check-in at least midway through your project, 
too, to see whether adjustments need to be made.) Did you meet the goal you set? 

Yes 

5.) Act: Change(s) to your practice as a result of this project. 

A) Will you continue with the changes you have implemented? 

if you achieved your goal, describe how you will sustain your success, or how it led to new ideas. If you 

did not achieve your goal, how could you try again with new tactics? What will be your next process 

change to keep the improvement evolution going? 

cessful implementation of the electrodiagnostic studies supported by the appropriate comprehensive 

assessment (initial and follow up evaluation forms, PADT forms, flowchart forms, informed consent, 

medical necessity and other paperwork). 

Successful documentation of the medical necessity, impact on the medication prescription, pain 

reduction and functional improvement. 
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J UNIVERSfN OF IOWA 
..... _ HOSPITAI.S&CUNICS 

University of Iowa Health Care 

December 28, 2018 

Leon Margolin MD, PhD 
5245 E Main St 
Columbus, OH 43213 

Dear Dr. Margolin, 

George B Richerson, MD, PlrD 
Professor & Head 

The Roy J Carver Chair in Neuroscience 

Department of Neurology 
University of Iowa Health Care 

200 Hawkins Drive 
Iowa City, IA 52241 

319-356-4296 Tel 
319-384-7199 Fax 

www.uihealthcure.org 

Thank you for asking me to review your project on chronic pain management, which is of 
considerable interest not only to physiatrists but also to other related specialties in general and 
neurology in particular. I am pleased to evaluate your proposal as a neurologist with special 
interest in clinical electrophysiology, which I practiced over 50 years. 

The project you are undertaking relates to the role of nerve conduction studies (NCS) and needle 
electromyography (EMG) on clinical assessments of chronic pain patients. I find the study well 
designed using appropriate methodology to gain a positive impact on clinical practice. I am 
pleased to learn that the American Board of PM&R has approved this project that was highly 
evaluated by Dr. Wainapel, an expert in this field. As a neurologist, I too consider the project of 
considerable value and interest to other specialists and the third party payers. 

From my personal experience, I consider NCS as one of the most important tests for evaluation 
of neuropathy and EMG as an essential tool for clinical study of radiculopathy, two very 
common conditions where chronic pain management plays an important role. As such these 
electrodiagnostic methods have demonstrated strong medical necessity on patient care dealing 
with chronic pain. I wish you continued success in this important endeavor. 

Regards, 

/IA£+~~ 
Jun Kimura, MD 
Professor Emeritus 
Department of Neurology 
University of Iowa 
Professor Emeritus 
Kyoto University 





Montefiore 
THE UNIVERSITY HOSPITAL FOR 
ALBERT EINSTEIN COLLEGE OF MEDICINE 

November 14, 2018 

Dear Dr Margolin, 

| have reviewed your study on the role of neuromuscular electrodiagnostic testing ( including nerve 
conduction studies and needle electromyography } in the context of your chronic pain practice, found its 
methodology to be well considered, and its positive impact on clinical outcome provocative and quite 
compelling. | commend you for making a significant contribution to the specialty area of chronic pain 
management. These findings would likely be of considerable interest to physiatrists, other specialists 
treating chronic pain patients, and to the third party payors responsible for authorizing payment for 
electrodiagnostic testing. 

Yours truly, 

    Stanley F.Wainapel MD, MPH, Clinical Director, Department of Rehabilitation Medicine 

Montefiore Medical Center 

Professor of clinical Rehabilitation Medicine, Albert Einstein college of Medicine 

  
  

  

Department of Rehabilitation Medicine 
111 East 210 Street Physiatric Consultation 
Bronx, New York 10467 Physical Therpy 
718-920-4133 Office Occupational Therapy 
718-920-4083 Office Speech Language Pathology 
718-654-9331 Fax 

   

Montefiore 
THE UHIVHSITY HOSPITAL fOII 
AUEJtT £UIISTml COi.LEGE Of MEDICINE 

November 14, 2018 

Dear Dr Margolin, 

I have reviewed your study on the role of neuromuscular electrodiagnostic testing ( including nerve 
conduction studies and needle electromyography ) in the context of your chronic pain practice, found its 
methodology to be well considered, and its positive impact on clinical outcome provocative and quite 
compelling. I commend you for making a significant contribution to the specialty area of chronic pain 
management. These findings would likely be of considerable interest to physiatrists, other specialists 
treating chronic pain patients, and to the third party payors responsible for authorizing payment for 
electrodiagnostic: testing. 

Yours truly, 

mical Director, Department of Rehabilitation Medicine 

Montefiore Medical Center 

Professor of clinical Rehabilitation Medicine, Albert Einstein college of Medicine 

Otepfflment of R81abl!itatlon Medidne 
l 11 East 210 Street 
Brom. New York 10467 
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www.dea.gov 

DEA Registered-Practitioners 

Dear Registrants: 

U.S. Department of Justice 
Drug Enforcement Administration 
8701 Morrissette Drive 
Springfield, Virginia 22152 

On December 29, 2022, the Consolidated Appropriations Act of 2023 enacted a new one-time, 
eight-hour training requirement for all Drug Enforcement Administration (DEA)-registered 
practitioners on the treatment and management of patients with opioid or other substance use 
disorders. Below is information on this new requirement. 

Who is responsible for satisfying this new training requirement? 

• All DEA-registered practitioners, with the exception of practitioners that are solely 
veterinarians. 

How will practitioners be asked to report satisfying this new training requirement? 

• Beginning on June 27, 2023, practitioners will be required to check a box on their online 
DEA registration form-regardless of whether a registrant is completing their initial 
registration application or renewing their registration-affirming that they have completed 
the new training requirement. 

What is the deadline for satisfying this new training requirement? 

• The deadline for satisfying this new training requirement is the date of a practitioner's next 
scheduled DEA registration submission-regardless of whether it is an initial registration or 
a renewal registration-on or after June 27, 2023. 

• This one-time training requirement affirmation will not be a part of future registration 
renewals. 

How can practitioners satisfy this new training requirement? 

There are multiple ways that practitioners can satisfy this new training requirement. 
• First, the following groups of practitioners are deemed to have satisfied this training: 

1. Group 1: All practitioners that are board certified in addiction medicine or addiction 
psychiatry from the American Board of Medical Specialties, the American Board of 
Addiction Medicine, or the American Osteopathic Association. 

2. Group 2: All practitioners that graduated in good standing from a medical 
(allopathic or osteopathic), dental, physician assistant, or advanced practice nursing 
school in the United States within five years of June 27, 2023, and successfully 
completed a comprehensive curriculum that included at least eight hours of training 
on: 
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■ Treating and managing patients with opioid or other substance use disorders, 
including the appropriate clinical use of all drugs approved by the Food and 
Drug Administration for the treatment of a substance use disorder; or 

■ Safe pharmacological management of dental pain and screening, brief 
intervention, and referral for appropriate treatment of patients with or at risk 
of developing opioid and other substance use disorders. 

• Second, practitioners can satisfy this training by engag'ing in a total of eight hours of training 
on treatment and management of patients with opioid or other substance use disorders from 
the groups listed below. A few key points related to this training: 

I. The training does not have to occur in one session. It can be cumulative across 
multiple sessions that equal eight hours of training. 

2. Past trainings on the treatment and management of patients with opioid or other 
substance use disorders can count towards a practitioner meeting this requirement. In 
other words, if you received a relevant training from one of the groups listed below
prior to the enactment of this new training obligation on December 29, 2022-that 
training counts towards the eight-hour requirement. 

3. Past DAT A-Waived trainings count towards a DEA registrant's 8-hour training 
requirement. 

4. Trainings can occur in a variety of formats, including classroom settings, seminars at 
professional society meetings, or virtual offerings. 

What accredited groups may provide trainings that meet this new requirement? 

• The American Society of Addiction Medicine (ASAM) 
• The American Academy of Addiction Psychiatry (AAAP) 
• American Medical Association (AMA) 
• The American Osteopathic Association (AOA), or any organizations accredited by the AOA 

to provide continuing medical education 
• The American Dental Association (ADA) 
• The American Association of Oral and Maxillofacial Surgeons (AA OMS) 
• The American Psychiatric Association (APA) 
• The American Association of Nurse Practitioners (AANP) 
• The American Academy of Physician Associates (AAPA) 
• The American Nurses Credentialing Center (ANCC) 
• Any other organization accredited by the Accreditation Council for Continuing Medical 

Education (AACCME) or the Commission for Continuing Education Provider Recognition 
(CCEPR), whether directly or through an organization accredited by a State medical society 
that is recognized by the ACCME or CCEPR 

• Any other organization approved or accredited by the Assistant Secretary for Mental Health 
and Substance Use, the ACCME, or the CCEPR 
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We hope this information is helpful. For information regarding the DEA Diversion Control 

Division, please visit www.DEAdiversion.usdoj.gov. If you have any additional questions on this 
issue, please contact the Diversion Control Division Policy Section at (571) 362-3260. 
  

Sincerely, 

Digitally signed by 
TH OMAS THOMAS PREVOZNIK 

Date: 2023.03.27 

P REVOZ N | K 16:37:23 -04'00' 

Thomas W. Prevoznik 

Acting Assistant Administrator 
Diversion Control Division

Page 3 

We hope this information is helpful. For information regarding the DEA Diversion Control 
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Sincerely, 

Digitally signed by 
TH OMAS THOMAS PREVOZNIK 

Date: 2023.03.27 

P REVOZ N | K 16:37:23 -04'00' 

Thomas W. Prevoznik 

Acting Assistant Administrator 
Diversion Control Division
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We hope this information is helpful. For information regarding the DEA Diversion Control 
Division, please visit www.DEAdiversion.usdoj.gov. If you have any additional questions on this 
issue, please contact the Diversion Control Division Policy Section at (571) 362-3260. 

Sincerely, 

THOMAS Digitally signed by 
THOMAS PREVOZNIK 

PREVOZN I K Date: 2023.03.27 
16:37:23 -04'00' 

Thomas W. Prevoznik 
Acting Assistant Administrator 
Diversion Control Division 
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Pamela B. Morris 
President & Chief Executive Officer 
CareSource 
230 North Main Street 
Dayton. Ohio 45402 

Dear Ms. Morris: 

WASHINGTON. DC 20510 
March 1. 2018 

ate 

We write to share our concern over the reported utilization of several industry practices that. 
when used in the context of pain management and substance use disorder treatment and 
recovery, may be counterproductive to efforts to address our nation's opioid epidemic. We urge 
you to reexamine CareSource's current policies and procedures to identify and, more 
importantly, rectify, any practices that could be contributing to or exacerbating our country's 
drug addiction crisis. 

Our country continues to fight back against the worst drug overdose epidemic in its history. 
According to the Centers for Disease Control and Prevention (CDC), drug overdoses accounted 
for more than 63~600 deaths in 2016 - an average of 174 drug overdose deaths per day. These 
tragedies are not limited to one group of individuals; rather, deaths resulting from drug overdose 
continue to increa.se across all populations- men and women~ young and old, urban and rural, 
and across an races. And the cost of this epidemic extends beyond the loss of human lives -
according to a recent economic analysis conducted by the Council of Economic Advisors, the 
economic impact of this addiction crisis represents a loss of nearly $504 billion annuaHy, a 
number roughly equivalent to three percent of the entire country's gross domestic product 
(GDP). Without additional investments and changes to the status quo, these numbers will only 
continue to increase at an exponential rate. 

Despite these devastating statistics, the pain that driveR many individuals to these addictive drugs 
in the first place remains a problem. A 20 J 5 analysis by the National Institutes of Health (NIH) 
estimated that more than 25 million adults experience chronic pain and nearly 40 million adults 
experience severe levels of pain. These numbers will only continue to increase as our nation 
grows older. In order to make progress in our nation's fight against the addiction epidemic, we 
must do more to ensure all Americans - whether they are suffering from chronic or acute pain -
have access to non-addictive pain management options. 

Unfortw1ately, it is often much harder for an individual to seek non-addictive pain medications 
or non-pharmacologic treatment options at the outset of treatment than it is to get a prescription 
opioid. We understand that there are many reasons for this. including restrictions on benefit 
design, the high cost of alternative pain treatments, the limited availability and effectiveness of 
clinically proven alternatives, a lack of clinician awareness regarding alternatives, and ingrained 
prescribing practices. However, it is important to note that opioid prescribing decisions are not 
governed solely by clinicians. Health insurance coverage policies play a significant role when it 
comes to accessing non-addictive pain treatment options, which is why we are urging 
CareSource to look into its benefit design and internal practices and take a more active role as it 
relates to preventing and treating addiction. If a clinician chooses to prescribe a non-addictive 
therapy to treat chronic pain, which is simply overridden by an insurance algorithm that defaults 
to the cheapest opioid alternative, an opportunity to tum the tide against addiction may be 
missed. 
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Recent news reports have r~ised serious concerns over a lack ofinsurer accountability when it 
comes to this epidemic. Take Ms. Lauren Kalk~ for example. Ms. Kafka recently \\TOte about 
her experience recovering from surgery to correct a tom rotator cuff. 1 Her surgeon and two 
separate physical therapists recomm~nded tenting a cooJ-therapy device to help manage her pain 
throughout her recovery. Coverage for this device was denied by her insurance plan, leaving Ms. 
Kafka \Vith two options: (I) pay out-of~pocket for the device rental; or (2) resort to the opioid 
painkillers covered by her insurance. Ms, Kafka made the decisiot, to try to take the minimum 
number of pills necessary to aid in her recovery, and while she was able to pay out-of-pocket for 
the device rental fees to help decrease her dependence on opioids throughout her recovery, others 
in her situation may opt to elect only the covered drugs and find themselves at a higher risk for 
dependence. 

Ms. Alisa Erkes, a patient with chronic abdominal pain, was forced to switch from using 
Butrans, a pre-dosed buprenorphine painkiller patch, to morphine when her insurance provider 
stopped covering the patch.1 Though both buprenorphine and morphine are opioids. morphine is 
categorized as having a higher risk of abuse, dependence, and overdose. Similarly, Ms. Amanda 
Jantzi, a patient with a painful bladder condition, weaned herself off opioids using the non-opioid 
painklJler drug Lyrica, only to find that it was not covered by her new insurance policy when she 
S\\1tched employers.3 While we recognize that Lyrica remains an expensive option with its 0\vn 
set of risks, this example highlights how substituting a traditional opioid may not always be 
appropriate in circumstances where another option may exist - whether it be pharmacologic or 
non•pharmacologic. In each of these examples, despite the efforts by both patients and providers. 
to seek out non-addictive pain zmmagement options, it was the default policies of the insurers 
that dictated the available therapy - pushing each individual toward the cheapest and easiest fix: 
a potentially addictive opioid. Whenever possible, non•addictive options and drugs with a lower 
risk ofaddiction and/or abuse should be utilized. 

An insurance policy's benefit design may also hinder access to non-pharmacological, or 
nondrug, pain management alternatives, which can provide valuable support and relief for 
patients in lieu of narcotics. Mr. Douglas Scott is one such patient who experienced opioid 
dependence following back and spine injuries from two car accidents.~ Luckily, Mr. Scott's 
insurance covered treatment at a local clinic specializing in alternative pain management 
techniques, and he was able to be successfully weaned off of opioids. Evidence has shown that 
patients participating in such comprehensive pain rehabilitation programs can experience 
significant and sustained improvement in pai!l severity and functioning. 5 Unlike Mr. Scott, 
however, not all patients have coverage for such programs, which can cost upwards of $20,000; 
and we encourage CareSource to explore such options and ofter them to beneficiaries where 
clinically appropriate. 

1 h t1ps:/ /www ~npr.org/sectionsfhealt h-shots/20 17 t l l /25156603 2620/the-insurance•companyi)ald-for-opioids-but
noi.cold-therapy 
' lmps://www.nytimes.com12017 /()9/ 17 /health/opioid-pninkillers-insumnce-compan ies,htm I? _r-0 
; https://www .nytimes.com/20 l 7109117 /hea!th/opioid-painkillers-insurance-companies.html? _FO 
4 https://www.nytimes.com/2016/06/23/businesslnew-w ay s-to-treat-pain-witlt out-opioids-meet-resistance .html 
1 https:l/insights.ovid.com/pubmed?pmid"' 188049 l 5 
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Lastly i we note reports that some insurance coverage plans appear to act as a barrier to accessing 
medication-assisted treatment {MAT) for individuals who are working. to overcome addiction. 
Medical necessity requirements, high deductibles and oopayments, prior authorization rules, and 
low reimbursement rates can delay and deter treatment, despite the wealth of evidence 
der:nonstrating the effectiveness of MAT. Funhermore, insurers that do cover MAT seldom cover 
al I three f'ood and Drug Administration (FDA)-approved medications - methadone, 
buprenorphine and na.ltrexone - which are not interchangeable in their indications and uses. 
Similar hurdles exist for access to residential rehabilitation centers and detox· facilities, for which 
insurers will often require "medieial necessity,, before covering care. 

For example, Mr. Sean Mattos, a patient struggling with addiction. unsuccessfully went through 
two outpatient addiction programs before entering a residential facility, only to find that his 
insurer would not cover the full duration of treatment he required. 6 Despite agreement by his 
overseeing clinicians that he was not ready to leave the facility, Mr. Mattos was forced to call his 
insurer while in treatment to request coverage to remain under the facility's care, before 
ultimately paying $8000 of' the $23,000 bill out of pocket. In response to such unfortunate 
situations and a desire to remedy them, we appreciate that multiple major insurers have recently 
lifted their prior authorization requirements for MAT - a step fonvard in reducing barriers to 
care. However, such efforts must be replicated and expanded across the industry in order for 
them to make a meaningful difference, 

While we appreciate the work CareSource is already doing to help address this epidemic, and we 
are encouraged by recent industry led efforts to reevaluate some policies in light of the addiction 
epidemict we remain concerned by the rules and authorization requirements that may be 
employed by insurance companies that could potentially limit beneficiary access to non
addictive and alternative pain management options as well as addittion treatment options. In 
order to effectively address this ongoing epidemic, we believe insurance companies must take 
additional steps to ensure they are playing a more active role in addiction prevention and 
treatment and providing beneficiaries full access to the range of clinically appropriate services 
available. Eliminating cost-sharing requirements for overdose reversal drugs is not enough. 
Insurer policies sucb as prior atlthorization. drug tiering, abrupt formulary changes, preferred 
pricing lists. restrictions or additional cost-:-sharing requirements for non-pharmaceutical 
interventions; lengthy and burdensome appeals process. and other clinician incentives can be 
insurance tools that, when used improperly, may harm efforts to combat addiction and should be 
reviewed to avoid furthering the current epidemic. 

It is time for insurance industry leaders like CareSource to reexamine these policies in light of 
the substance/opioid use dis.order and update your coverage policies in a way that maximizes the 
accessibility and affordability of a wide range of safe alternatives to narcotics. The inst1.ra11ce 
industry is on the front line of this epidemic, and we need your help identifying \'.\'hat policies are 
working and what barriers to less-addictive pain treatment options and substance use disorder 
treatments exist. 

ii http:/lwww.modemheahhcare.com/speciaVopioid-addiction 
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Recognizing there is a difference in the way insurers are able to design their benefits across 
commercial, Medicare, and Medicaid books of business,. we respectfully request that you 
respond to the following questions by March 30, 2018: 

1. What internal policies and procedures does CareSource have in place that may create a 
barrier to accessing affordable non~addictive or less addictive pain treatments. including 
those that are non-pharmacological? 

2. What flexibilities does CareSource offer to ensure that individuals struggling with acute 
or chronic pain receive the least addictive pain treatment option. in a timely manner? 

3. What internal policies and procedures does CareSource have in place that may create a 
barrier to accessing affordable options for medication-assisted treatment and other 
behavioral therapy options for addicted individuals? 

4. What flexibilities does CareSource offer to ensure that individuals struggling with 
substance use disorder receive the proper treatment, in a timely manner? 

5. What non-phannacological alternative pain therapies, such as acupuncture~ does 
CareSource offer to beneficiaries? Do alternative pain therapy options vary by benefit 
design? If so, are there any barriers or restrictions preventing the use of alternative or 
innovative pain therapy options in federal programs, such as Medicare or Medicaid? 

6. How often does CareSource review and update its list ofapproved pain management 
options and services, both pharmacological and non-pharmacological? As less addictive 
treatment options become available, how quickly are you able to cover them? 

7. How often does CareSource review and update its list of approved addiction treatment 
options and services, both pharmacological and non-phannacologieal'? As additiona.l 
substance use disorder treatments become available. how quickly are you able to cover 
them? 

8. Does CareSource have a fail-first, stepped, or medical necessity standard for non
addictive, including ntm-pha.rmacofogii;;al, or abuse-deterrent options for pain 
management? 

9, Does CareSource have a fail-first or medical necessity standard for medication-assisted 
treatment or other behavioral therapy options for individuals who have a substance use 
disorder? 

10. When reviewing coverage appeals from beneficiaries, members, or providers, at what 
level of appeal does CareSource implement a clinician review? [low quickly are appeals 
escalated for individuals struggling with severe pain needs? How quickly are appeals 
escalated for individuals struggling with access to addiction services? 

11. When it comes to opioids and other contr.olled substances, does CareSource implement a 
unique set of internal policies or controls'l 
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12. What is the typical difference, if any, in c.ost .. sharing for members/beneficiaries using 
non-addictive. including non-pharmaeological pain management approaches vs. 
potentially addictive therapies? 

13. What are the typical cost-sharing amounts for members/beneficiaries using medication
assisted treatment options or other behavioral therapy options offered by CareSource? 
Are any addiction treatment options offered to beneficiaries without cost-sharing 
requirements? 

14. Does CareSource cover all three medication~assisted treatment drug options (methadone, 
buprenorphine and naltrexone) .and if not, what is the rationale for exclusion'? 

I S. How does CareSource identify individual members/beneficiaries who may already be 
struggling with substance use disorder? Are any policies or procedures waived for these 
individuals when it comes to accessing alternative options for pain management? 

16. Is it your belief that all of CareSource's internal policies and procedures live up to both 
the letter and the spirit of the Mental Health Parity Act. as intended by Congress? 

17. Recognizing there are always ways to improve these prO(;esses; are there other plan 
designs or benefit flexibilities you could implement to improve a.ccess to less addictive 
pain management options or the full range of treatment options? 

18. Are there any additional factors that Congress should be aware of as it considers the 
nation's substance abuse/opioid crisis? 

It is critical that we ensure access to clinically appropriate, non-addictive pain management 
options for all Americans across aU payers as well as comprehensive coverage for the full range 
of addiction treatment services, from .medication~assisted treatment options to inpatient and 
outpatient therapy. 

Thank you for your attention to this matter. We look forward to working with you on policies 
that will make it as easy for an individual to access addiction treatment and non-addictive 
remedies for pain as it is for them to access opioids in the first place. 

}.A~ 
Sherrod Brown 
United States Senator 

canne Shaheen 
United States Senator 

Sincerely, 

~%-~ 
United States Senator 

United Sta=:. Senator 
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License 022141400 - Comprehensive Pain Full 
Management Institute, Llc 

State of Ohio Board of Pharmacy Completed by Keenan Reese 
77 South High Street, 17th Floor, Columbus, Ohio 43215-6126 Start 12/8/2023 10:00 AM 
(614) 466-4143 | Fax (614) 752-4836 End 12/8/2023 11:10 AM 
http://www.pharmacy.ohio.gov 

Organization 

Name License Type Category 
Comprehensive Pain Management Institute, Terminal - Pain Management Clinic - Category 3 
Lic 

License Number Business Type DEA Number 
022141400 PMC - Pain Management Clinic FM0315780 

Responsible Person Hours of Operation 
Dr. Leon Margolin Mon-Tues: 8a-5p Wed: Closed (Administrative)Thurs: 

8a-5p Fri: 8a-1:00p Sat-Sun: Closed 

Contact 

Address Primary Number Fax Number Website 
5245 E. Main Street (330) 488-4989 (216) 795-1105 
Columbus, OH 43213 
Franklin County 

  

Personnel 

ame Initials Position 1.D. No. Phone Email 

r. Leon Margolin Responsible 35.090064 leon3087@gmail.com 
Person 

  
  

1) Initial Inspection Information 

1) Were multiple inspection guides used during this inspection? 

No 

2) Licensing, Ownership, and Responsible Person 

Printed: 12/8/2023 11:07 AM Page: 2 of 10

License 022141400 - Comprehensive Pain Management Institute, Lie 

License 022141400- Comprehensive Pain 
Management Institute, Lie 

Page: 2 of 10 

Full 

State of Ohio Board of Pharmacy Completed by Keenan Reese 
77 South High Street, 17th Floor, Columbus, Ohio 43215-6126 
(614) 466-4143 I Fax (614) 752-4836 
http://www.pharmacy.ohio.gov 

Organization 

Name 
Comprehensive Pain Management Institute, 
Lie 

License Number 
022141400 

Responsible Person 
Dr. Leon Margolin 

Contact 

Address 
5245 E. Main Street 
Columbus, OH 43213 
Franklin County 

Personnel 

ame 

r. Leon Margolin 

Initials 

1) Initial Inspection Information 

License Type 
Terminal - Pain Management Clinic - Category 3 

Business Type 
PMC - Pain Management Clinic 

Hours of Operation 
Mon-Tues: 8a-5p Wed: Closed (Administrative)Thurs: 
8a-5p Fri: 8a-1:00p Sat-Sun: Closed 

Primary Number 
(330) 488-4989 

Position I.D. No. 

Responsible 35.090064 
Person 

Fax Number 
(216) 795-1105 

1) Were multiple inspection guides used during this inspection? 
No 

2) Licensing, Ownership, and Responsible Person 

Printed: 12/8/2023 11:07 AM 

Start 12/8/2023 10:00 AM 
End 12/8/2023 11: 10 AM 

Category 

DEA Number 
FM0315780 

Website 

Email 

leon3087@gmail.com 
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1) Is the terminal distributor of dangerous drugs license current? 
Yes 

Observation 
The current TDDD license expires on 03/31/2025. 

2) Is the clinic physician-owned? 
Yes 

Observation 
The PMC is owned by Dr. Leon Margolin. 

3) Have there been any changes in the facility's ownership, business name or trade name, category, or address 
without submitting a new application to the Board? 

No 

4) Does each physician owner of a pain management clinic meet the requirements for ownership? 
Yes 

Observation 
Dr. Leon Margolin holds certifications in Physical Medicine and Rehabilitation and Anesthesiology by the American Board of 
Medical Specialties. 

5) Does the owner ( or owners) of the clinic own or practice at any other facility? 
Yes 

Observation 
Dr. Leon Margolin owns Comprehensive Pain Management Institute, LLC (022775650) in Cleveland, Ohio and Advanced 
Treatment Center, LLC (022839650)(Inactive) in Columbus, Ohio. 

6) Does the responsible person match what is indicated in elicense? 
Yes 

7) If owner is not the responsible person, does the responsible person meet the requirements to be the 
responsible person on the license? 

Yes 

Observation 
Dr. Margolin works approximately 40 hours per week at the clinic. 

8) How many hours per week does the owner work at the clinic? 

Observation 
Dr. Margolin works approximately 40 hours per week at the clinic. 

10) If the responsible person is not at the clinic while it is open, who supervises the clinic? 

Observation 
Dr. Margolin is typically at the office during normal business hours. If he is running late, a CNP will supervise. 

11) Is the responsible person providing adequate supervision of the licensed site? 
Yes 

3) Personnel 
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1) Are employee FBI/BCT criminal record checks for all employees available for inspection? 

Yes 

Observation 

Agents reviewed BCI/FBI checks for the following employees: 
* Leon Margolin, MD 

* — Jing Liu, CNP 

¢ — Jing Yu, CNP 

« Manisha Bhattarai, MA 

*  Asmita Bhattarai, MA 

* — Lachhi Bhattarai, MA 

* Elsa Abebe, MA 

* Tracy Brown, MA 

« — Amanda Rutherford 

« Emily Gonzalez 

* Felekech Asrat 

2) Does the clinic employ any other prescribers (physicians, advanced practice nurses, or physician assistants)? 

Observation 

Jing Liu, CNP prescriber APRN.CNP.17169 — No Action 
Jing Yu, CNP non prescriber APRN.CNP.0034493 — No Action (Newer CNP, will start prescribing 
once proper Clinical sufficient experience is gained.) 

3) If employing an advanced practice nurse or physician assistant, does the licensee have a valid standard of 
Care arrangement or supervision agreement? 

Yes 

Observation 
Observed. 
Jing Yu - Signed 8/4/2023 
Jing Jiu - Signed 9/11/2023 

4) Have any licensed/registered employees at the facility with access to drug stock ever been disciplined by an 
Ohio licensing agency? 

No 

4) Patient Records and Drug Administration 
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2) Does the clinic employ any other prescribers (physicians, advanced practice nurses, or physician assistants)? 

Observation 
Jing Liu, CNP prescriber APRN.CNP.17169 - No Action 
Jing Yu, CNP non prescriber APRN.CNP.0034493 - No Action (Newer CNP, will start prescribing 
once proper clinical sufficient experience is gained.) 

3) If employing an advanced practice nurse or physician assistant, does the licensee have a valid standard of 
care arrangement or supervision agreement? 

Yes 

Observation 
Observed. 
Jing Yu - Signed 8/4/2023 
Jing Jiu - Signed 9/11/2023 

4) Have any licensed/registered employees at the facility with access to drug stock ever been disciplined by an 
Ohio licensing agency? 

No 
4) Patient Records and Drug Administration 
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1) Does this site use a manual, computerized or combination of both to maintain drug records? 
The clinic uses an electronic (computer) system. 

Observation 
Practice Fusion and electronic records, site also uses manual patient records. 

2) If using a computerized record keeping system, does the system have effective security controls to prevent 
unauthorized access? 

Yes 

Observation 
Staff members have individualized username/passwords to access the electronic system. 

3) If using a computerized system, are records backed up daily to prevent against record loss? 
Yes 

4) If using computerized record keeping system, is it stand-alone or able to be shared or accessed by another 
location? 

Stand-alone system 

5) Does the licensee maintain records of drug administration containing the required information? 
Yes 

6) Are orders for the administration of dangerous drugs properly documented? 
Not Applicable 

7) Does the clinic keep a patient log that meets the requirements set by the State Medical Board? 
Yes 

Observation 
Observed Patient Log: 
(1) Each log sheet shall contain the month, day, and year; 

(2) Each log entry shall include the legible first and last name of each patient; 

(3) Each patient shall be required to sign the log at each visit; and 

(4) Patient logs shall be maintained for seven years. 

8) How many active patients does the clinic currently treat? 
Greater than 200 patients 

9) How many patients does the licensee see per day? 
25 to 50 patients 

10) Are medical assistants being used to administer drugs? 
No 

5) Drug and Hypodermic Security 

1) Are controlled substances stored in a securely locked, substantially constructed cabinet or safe? 
Not Applicable - No controlled substances on-site 

2) Do the methods utilized for accessing the cabinet or safe containing controlled substances prevent 
unauthorized access? 

Not Applicable - No controlled substances on-site 

3) Are patient-specific controlled substances maintained under appropriate security and control? 
Not Applicable - No controlled substances on-site 

4) Does the licensee comply with the security requirements for storing thiafentanil, carfentanil, etorphine 
hydrochloride, and diprenorphine? 

Not Applicable - No thiafentanil, carfentanil, etorphine hydrochloride, or diprenorphine on-site 
5) Are non-controlled dangerous drugs maintained under appropriate supervision and control? 

Yes 

6) Are hypodermics maintained under appropriate supervision and control? 
Yes 

Observation 
Needles are kept in procedure room. A staff member is always present in the procedure room with the patient. 

Printed: 12/8/2023 11:07 AM Page: 5 of 10 



License 022141400 - Comprehensive Pain Management Institute, Lie 

6) Drug Storage and Temperature Control 
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1) Are areas where dangerous drugs are stored dry, well-lit, well-ventilated, and maintained in a clean and 
orderly condition? 

Yes 

2) Are storage areas maintained at temperatures and conditions which will ensure the integrity of the drug 
stock? 

Yes 

3) Are refrigerators and freezers used for the storage of drugs maintained at the proper temperature? 
Not Applicable 

4) Does the licensee have a policy to respond to any out of range individual temperature readings or excursions 
to ensure the integrity of stored drugs? 

Not Applicable 

5) Are refrigerators and freezers used for the storage of drugs free of food or beverage products? 
Not Applicable 

7) Theft or Significant Loss of Drugs and Drug Documents 
1) Has the licensee experienced any theft or significant loss of any dangerous drugs in the past twenty-four 
months? 

No 

2) Has the licensee experienced any theft or loss of uncompleted prescription blank(s), written prescription 
order(s) not yet dispensed, or D.E.A. controlled substance order forms in the past twenty-four months? 

No 

3) REMINDER: Theft or significant loss of dangerous drugs and drug documents. 

Observation 
**REMINDER** 

A licensee is required to report to the the Board and law enforcement authorities of any theft or significant loss of dangerous 
drugs (controlled and non-controlled prescription drugs) immediately upon discovery of the theft or significant loss. This 
includes dangerous drugs in transit that were either shipped from or to a prescriber, terminal distributor, or drug distributor. 

A licensee is required to report, immediately upon discovery, to the Board and law enforcement authorities any theft or loss 
of uncompleted prescription blank(s) used for writing a prescription, D.E.A. controlled substance order forms (Form 222), 
written prescription order(s) not yet dispensed, and original prescription order(s) that have been dispensed. 

For more information on reporting, visit: www.pharmacy.ohio.gov/theft 

8) Orders for Schedule II Controlled Substances 

1) Are all executed DEA Forms 222 retained for at least three years? 
Not Applicable 

2) Are DEA Forms 222 secured when not in use? 
Not Applicable 

9) Controlled Substance Inventory 

1) Does the licensee conduct an annual inventory of controlled substances? 
Yes 

Observation 
An Annual Medication Review Log was completed on 11/28/2023. Also observed 2020, 2021 and 2022. The clinic does not 
dispense or store controlled substances on the premises. 

2) How does the licensee monitor its inventory of controlled substances? 

Observation 
The clinic does not dispense or store controlled substances on the premises. 

10) Drug Purchases and Online Sales 
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1) Does the licensee maintain complete and accurate records of drugs purchased? 
Yes 

2) Has the licensee performed and documented an annual query of elicense prior to purchasing drugs at 
wholesale? 

Yes 

Observation 
Observed 11/28/2023 Medline Medtox 

3) Does the licensee sell or offer to sell dangerous drugs on its website? 
No 

11) Drug Disposal 

1) Does the licensee dispose of controlled substances on-site using a method that renders the drug non
retrievable? 

Not Applicable - Does not dispose of controlled substances on-site 
2) Does the licensee use a reverse distributor for the disposal of controlled substances? 

Not Applicable 
3) Does the licensee maintain complete and accurate records of the disposal of controlled substances? 

Not Applicable 

Page: 7 of 10 

4) Does the licensee maintain complete and accurate records of the disposal of unused portions of controlled 
substances resulting from patient administration? 

Not Applicable 

Observation 
Discussed: 
Records must include the name of the drug, the quantity disposed, the date and manner of disposal, and the positive 
identification of two licensed healthcare professionals (nurses, physicians, etc.) conducting and witnessing the disposal. 

Documentation may be maintained in the patient record (i.e. with administration record). 

The disposal method does not have to render the unused portion of the drug non-retrievable. 

All records must be maintained for a period of three years. 

OAC 4729:5-3-01 & 4729:5-11-04 (G) 

6) Does the licensee maintain complete and accurate records of the disposal of non-controlled dangerous 
drugs? 

Not Applicable 

Observation 
Has not disposed of any dangerous drugs on-site. 

12) Personally Furnishing 

1) Does the licensee personally furnish any dangerous drugs to patients? 
No 

13) Drug Samples 

1) Does the licensee distribute samples to patients? 
No 

14) OARRS 

Printed: 12/8/2023 11:07 AM Page: 7 of 10 



License 022141400 - Comprehensive Pain Management Institute, Lie Page: 8 of 10 

1) Are any of the prescribers using delegates to request OARRS reports? 
No 

2) REMINDER: Ohio law requires prescribers to obtain and review OARRS reports before initially prescribing or 
personally furnishing an opiate analgesic or benzodiazepine to a patient. 

Observation 
REMINDER: Ohio law requires prescribers to obtain and review OARRS reports before initially prescribing or personally 
furnishing an opiate analgesic or benzodiazepine to a patient. 

The prescriber must also make periodic requests for patient information from OARRS if treatment with an opioid or 
benzodiazepine continues for more than 90 days. The requests must be made at intervals not exceeding ninety days, 
determined according to the date th~ initial request was made. 

Prescribers must document they have reviewed OARRS. This can be a chart note or the OARRS report can become part of the 
chart record. 

For more information about these requirements, visit: www.pharmacy.ohio.gov/check 

3) REMINDER: OARRS reports cannot be provided directly to a patients or other health care professionals. 

Observation 
REMINDER: OARRS reports may be reviewed with the patient or another health care provider, however a copy may not be 
provided to the patient. 

Patients requesting a copy of their OARRS report must submit a notarized request to the Board of Pharmacy in person or by 
mail, and the report must be received in person at the Board office during normal business hours. Proof of identity is required 
to obtain an OARRS report. 

16) Prescriptions 

5) REMINDER: All prescriptions must be issued in accordance with applicable Ohio laws and rules. 

Observation 
REMINDER: All prescriptions must be issued in accordance with applicable Ohio laws and rules. 

For more information on the issuance of valid prescriptions, visit: www.pharmacy.ohio.gov/rx. 

17) Expired/ Adulterated Drugs 

1) Are multi-dose vials properly labeled? 

No 

Observation 
Upon the initial puncture of a multiple-dose vial containing a drug, the vial shall be labeled with a beyond-use date or date 
opened. The beyond-use date for an opened or entered (e.g., needle punctured) multiple-dose container with antimicrobial 
preservatives is twenty-eight days, unless otherwise specified by the manufacturer. A multiple-dose vial that exceeds its 
beyond-use date shall be deemed adulterated. 

OAC 4729:5-11-03 (K) 

2) Are there expired/adulterated drugs present in the licensee's active drug stock? 
No 

3) Are expired/adulterated drugs appropriately segregated from the licensee's active drug stock? 
No 

Observation 
No observed expired drugs at time of inspection. 
Policy and rule discussed. 

4) Are expired/adulterated drugs stored no longer than one year from the date of expiration/adulteration? 
No 

Observation 
No observed expired drugs at time of inspection. 

18) General Record Keeping 
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1) Does the licensee maintain all required records on-site for a period of three years in a readily retrievable 
manner? 

Yes 

2) Are records maintained under appropriate supervision and control to restrict unauthorized access? 
Yes 

3) Does the clinic use electronic or paper records for patient charting? 
Electronic 
Paper 

4) If the records are electronic, what software system is being used? 

Observation 
Practice Fusion 

21) Standards of Care 

1) Does the clinic document a patient's history and physical examination, including a screening for substance 
misuse or substance use disorder? 

Yes 

2) Does the clinic develop treatment plans for patients receiving opioids for the treatment of subacute and 
chronic pain? 

Yes 

3) Does the clinic document the review of OARRS reports for patients receiving opioids for chronic or subacute 
pain? 

Yes 

4) Are drug screens performed on patients? 

Observation 
New Patient Screens 
Urine (Non-observed) or saliva in specials circumstances. 
Random screen after established. 
Review lab and discussed with patient. Make sure taken at proper time. Pill count. Pain Psychology consult. Reassessment. 
Review lab, Pain Psychology consult, consider referral. 

22) Temporary Removal of Drugs 

1) Does the licensee engage in the temporary off-site storage of dangerous drugs? 
No 

24) Naloxone for Emergency Use 

1) Does the licensee provide naloxone for emergency use? 
No 

26) Substance Abuse and Mental Health Resources for Healthcare Professionals 
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1) Substance Abuse and Mental Health Resources for Healthcare Professionals 

Observation 
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The healthcare profession is not immune to substance use disorder and mental health conditions. Such medical conditions 
impair a healthcare professional's competency, ability, and judgment. Substance use disorder and/or mental health conditions 
that are left untreated may not only cause a healthcare professional to risk their career but may also endanger the life of a 
patient. 
These medical conditions can be effectively treated, and it is possible for healthcare professionals that are in treatment or 
recovery to return to practice. 

The State of Ohio Board of Pharmacy encourages all healthcare professionals who may be struggling with substance use 
disorder or mental health condition to seek help. The following are resources that can assist healthcare professionals in 
getting help: (the resources listed here are for informational purposes only and do not constitute an endorsement by the 
State of Ohio Board of Pharmacy. They do not represent a complete list of the resources available) 

Ohio careline 1-800-720-9616, emotional support, with referral to other resources if needed. 
Crisis text line, text "4hope" to 741 741 to speak with a crisis counselor. 
Treatment Bridge 1-877-275-6364, for addiction and mental health services. 
National Suicide prevention dial 988, or call 1-800-273-8255. 
Ohio Domestic Violence Network 1-800-934-9840 
Pharmacist Rehabilitation Organization (www.ohiopro.org) for pharmacists and pharmacy interns. 
Ohio Physicians Health Program (www.ophp.org) 

30) Inspection Affirmation 

1) Inspection Affirmation 

Observation 
As the person in charge at the time of this inspection, I affirm that I have reviewed this inspection report with the 
Specialist/ Agent/Inspector, and understand its content. 

If this inspection report requires a written response, I understand, per OAC 4729:5-3-03, that either of the following must be 
submitted to the State of Ohio Board of Pharmacy within 30 days of this inspection: 

(1) The action(s) the licensee or applicant has taken to correct the violation(s) and the date of implementation of the 
corrective action(s); or 

(2) An explanation disputing the observed violations. 

I understand that if I am not the responsible person documented on this site's Ohio terminal distributor of dangerous drugs 
license, I will ensure the responsible person is provided a complete copy of this inspection report in a timely manner. 

I further acknowledge that a written response does not release the licensee listed in this inspection report from potential 
disciplinary action. 

This inspection report is not intended as an exhaustive listing of all observed conditions. There may be deficiencies, non
compliance, or violation(s) of Ohio laws and rules not detected or noted in this report. 

Responses must be either emailed (with a copy of the inspection report) to writtenresponse@pharmacy.ohio.gov or mailed to 
77 South High Street, 17th Floor, Columbus, Ohio 43215. 

Summary 

No Issue Found 

Reviewed by Dr. Leon Margolin C>6w. ~ 
------------------
(signature) 

Printed: 12/8/2023 11:07 AM Page: 10 of 10 
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EXECUTIVE SUMMARY 

o Restorative Ther1pl11 lncludlna those lmplamented by physical therapists and occupatlonar therapists (e.g., 
physiotherapy, therapeutic exerclso, and other movement mod11lltle&) are valuable components bf 
multldlsclpllnary, multlmodal acute end chronic pain core, 

o lnttrvtntlonal Approaches lncludlna lmo11e•11ulded and mlnlmally Invasive procedures are available H 
diagnostic and therapeutic treatment modalltles for acute, acute on chronic, and chronic pafn whtn ellnlcalfy 
Indicated. A 11st of various types of procedures Jncludlng trigger point lnJectlons, radlofrequency abl3tlon, 
cryoneuroablatlon, neuro-modulatlon and other procedures are reviewed. 

o Behavioral Health Approaches for psychological, cognitive, emotional, behavloral, and social aspects bf pain 
can have a significant Impact on treatment outcomes, Patients with pain and behavioral health 
comorbldltles face challenges that can exacerbate pa Inf ul conditions as well as function, QOL, and ADLs, 

o Complementary and Integrative Health, lncludlng treatment modalities such as acupuncture, massage, 
movement therapies (e,g.1 yoga, taf chi), spfrltuallty1 among others, should be considered when cllnlcally 
Indicated. 

• Effective multldlsclpllnary management of the potentially complex aspects of acute and chronic pain should be based 
on a blopsychosoclal model of care. 

• Health systems and cllnlclans must consider the pain management needs of the special populations that are 
confronted with unique challenges associated with acute and chronic pain, Including the followlng: chlldren/youth, 
older adults, women, pregnant women, lndlvlduals with chronic relapslng pain conditions such as sickle cell disease, 
racial and ethnic populations, mllltary active duty and reserve service members and Veterans, and cancer and 
palllatlve care. 

• Risk assessment Is one of the four cross-cuttJng policy approaches that ls necessary for best practices In providing 
lndlvlduallzed, patient-centered care. A thorough patient assessment and evaluation for treatment that Includes risk 
benefit analysis are Important considerations when developing patlent•centered treatment. Risk assessment Involves 
Identifying risk factors from patient history, famlly history, current blopsychosoclaf factors, as well as screening and 
diagnostic tools, Including POMP, laboratory data, and o.ther measures. Risk stratification for a particular patient can 
aid In determining appropriate treatments for the best cflnlcaf outcomes for that patient. The ffnal report and this 
section In particular emphasizes safe opioid stewardship with regular re-evaluation of the patient, 

• Stigma can be a barrier to treatment of painful conditions, Compassionate, empathetic care centered on a patient• 
cllnlclan relationship Is necessary to legitimize the suffering of patients with painful conditions and to address the 
various challenges associated with the stigma of flvlng with pain. Stigma often presents a barrier to care, and Is often 
cited as a challenge for both patient, famlfles, caregivers, and providers. 

• Improving education about pain conditions and their treatment for patients, famllles, caregivers, clinicians and 
pollcymakers ls vital to enhancing pain care, Patient education can be emphasized through various means lncludlng 
clinician discussion, Informational materials and web resources. More effective education and training about acute 
and chronic pain should occur at all levels of clinician training, Including undergraduate educational curricula, 
graduate professional training, and continuing professlonal education, lncludlng the use of proven Innovations such as 
the Extension for Community Healthcare Outcomes (Project ECHO) model, Education for the public as well as for 
policymakers and legislators Is emphasized to ensure expert and cutting-edge understanding Is part of policy that can 
affect cflnlcaf care and outcomes. 

(

Addressing access to care barriers Is essential to optfmltlng pain care, Recommendations include addressing the gap 
-::> n our workforce for all disciplines Involved In pain management. Addltlonally, Improved lnsuram:e coverage and 
• ;/" payment for different pain management modafltles Is a crftlcal component In Improving access to effective cllnlcal 

care, and should Include coverage and payment for care coordination, complex opioid management and 
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3.1. RISK ASSESSMENT 

• Recommendation 1d: If already preformed upon admission In the Inpatient hospital setting, the health care provider 
team should not be mandated to repeatedly check POMP If already performed upon admission and pending 
discharge. 

Recommendation 1e: Conduct studies to better Identify where POMP data are best used (e.g., Inpatient ver~us 
outpatient settings). Adjust POMP data use based on the findings of the recommended studies to minimize undue 
burdens and overuse of resources (I.e., streamline POMP data use). 

Recommendation 1f: States are encouraged to have Interoperability between POMP and EHR platforms (Code of 
Federal Regulations 170.315). EHR vendors should work to Integrate POMPs Into their system design at minimal to no 
additional cost or burden to providers (to eliminate barriers to accessing POMP data), especially when these data 
points are mandated. 

Recommendation lg: Enhance the interoperability of PDMPs across state lines to allow for more effective use, along 
with reporting to POMP by the VA and military health system on a consistent basis. 

Recommendation lh: Oinlclans within and outside federal health care entities should have access to each other's 
data to ensure safe continuity of care. 

Recommendation 11: Allow access to PDMPs by all opioid prescribers. 

Recommendation lj: Encourage funding programs, such as the Harold Rogers Prescription Drug Monitoring Program 
and the National All Schedules Prescription Electronic Reporting Act of 2005, to link interstate POMP programs to 
each other. 

~3.1.2 SCREENING AND MONITORING 

Screening and monitoring in pain management seeks to identify and reduce the risk of substance misuse, abuse, and overdose 
as well as Improve overall patient care. Evaluations of patient physical and psychological history can screen for risk factors and 
characterize pain to inform treatment decisions. Screening approaches include efforts to assess for concurrent substance use 
and mental health disorders that may place patients at higher risk for OUD and overdose. This Includes screening for drug and 
alcohol use and the use of urine drug testing, when clinically lndicated.84•409 These approaches allow providers to identify high
risk patients so that they can consider substance misuse and mental health interventions, ADFs, and education materials to 
mitigate opioid misuse.410 

Screening tools can help clinicians identify risks and help determine which medication classes may be appropriate for the 
patient, Including for Jong-term opioid therapy. Effective screening can Include single questions, such as, "How many times in 
the past year have you used an Illegal drug or used a prescription medication for non medical reasons?"411 Other validated 
screening tools Include the Drug Abuse Screening Test412 and the Alcohol Use Disorders Identification Test.413 Clinicians must 
recognize the limits of screening tools In detecting prior or developing SUD or OUD. 

Urine drug tests (UDTs) can provide Information about drug use that the patient does not report, Including not using 
prescribed medications as Intended and unreported drug use. UDTs can also potentially Inform treatment decisions by 
assessing an Individual's drug metabolism rate. However, according to a systematic review by the Agency for Healthcare 
Research and Quality (AHRQ), evidence demonstrating the effectiveness of UDTs for risk mitigation during opioid prescribing 
for pain ls lacking. 414" 15 UDT results can be subject to misinterpretation and may sometimes be associated with practices that 
can harm patients (e.g., stigmatization, Inappropriate termination from care), Clinicians do not consistently use practices 
Intended to decrease the risk for misuse, such as UDTs409 and opioid treatment agreements,416 llkely In part because of 
competing clinical demands, perceived Inadequate time to discuss the rationale for UDTs and order confirmatory testing, and 
feeling unprepared to Interpret and address results.m 

To mitigate the risks of prescription opioid misuse, medical societies, In conjunction with state and federal res1.,1latory 
agencies, have recommended specific risk-reduction strategies, Including written treatment agreements for patients with 
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3.2.STIGMA 

chronic pain who are prescribed oplolds.416 Pain agreements or treatment agreements can be useful In defining the 
responsibilities of the patient and the provider, and they create a structure to guide and evaluate opioid use. The agfeement 
should be viewed as an opportunity for ongoing dialogue about the risks of oplolds and what the patient and cllnfcfan can 
expect from each other.361 The agreement should not be about simply getting a form signed or a means to "fire" a patient for 
breaking the terms ofthe agreement; rather, It Is a tool for facllltatlng a conversation between the clinlclan and the patlent.416 

Monitoring approaches should be applied transparently and consistently In a manner that emphasizes safety so that 
miscommunication and accidental stigmatization are mlnlmlzed.418 At follow-up, doctors should assess benefits In function, 
pain control, and QOL using tools such as the three-Item "Pain average, Interference with Enjoyment of life, and Interference 
with General activity" Assessment Scale419 or asking patients about progress toward functional goals that have meaning for 
them. Clinicians should also screen for factors that predict risk for poor outcomes and substance abuse, such as sleep 
disturbance, mood disorder, and stress, either by using a pain rating scale such as the Defense and Veterans Pain Rating Scale, 
which Includes brief questions, or by routinely asking about these factors on clinical examlnatlon.42° Clinicians should ask 
patients about thelr preferences for continuing oploids, given their effects on pain and function relative to any adverse effects 
they experlence.397 These factors Illustrate the Importance of health care providers having sufficient time with the patient for 
a thorough evaluation. 

GAPS AND RECOMMENDATIONS 

Gap 1: Comprehensive screening and risk assessment of patients Is time-consuming but vital for proper evaluation of their 
chronic pain conditions. Lack of sufficient compensation for time and payment for services have contributed to barriers In best 
practices for opioid therapy. 

• Recommendation la: Encourage CMS and private payers to provide sufficient compensation for time and payment 
for services to implement the various screening measures (e.g., extensive history taking, review of medical records, 
POMP query, urine toxicology screenings, when clinically Indicated). These are vital aspects of risk assessment and 
stratification for patients on oplolds and other medications. 

• Recommendation lb: Consider referral to pain, mental.health and other speclallsts, lncludlng addiction medicine 
trained physicians when high-risk patients are Identified. 

Gap 2: UDTs are not consistently used as part of the routine risk assessment for patients on oplolds. 

Recommendation 2a: Use UDTs as part of the risk assessment tools prior to the Initiation of opioid therapy and as a 
tool for reevaluating risk, using the clinical Judgment of the treatment team. 

Recommendation Zb: Clinicians should educate patients on the use of UDTs and their role in Identifying both 
appropriate and potentially inappropriate use. 

Gap 3: Variability exists in what Is Included In opioid treatment agreements and should be based on common principles and 
reflect provider, practice, and patient demographics. 

Recommendation 3a: Conduct studies to evaluate the effectiveness of the different components of opioid treatment 
agreements. Treatment agreements should Include the responslbllltles of both the patient and the provider. 

• Recommendation 3b: Use opioid treatment discussions-as an educational tool between providers and patients to 
Inform the patient about the risks and benefits of and alternatives to chronic opioid therapy. 

3.2 STIGMA 

Stigma associated with having chronic pain, especially when opioid therapy Is used as a treatment modality, Is a major 
concern and has far-reaching effects on patients and all those Involved In their caro.421 The different facets of stigma - at the 
patient, provider, and social levels - coliectlvely serve as a significant barrier to effective treatment of chronic paln.422 There 
Is a growing body of empirical research Into stigmatization and the resulting barriers to care. Studies suggest that patients 
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Abstract 
Screening, brief intervention, and referral to treatment (SBIR T) is a public health approach to the 
delivery of early intervention and treatment services for individuals at risk of developing 
substance use disorders (SUDs) and those who have already developed these disorders. SBIRT 
can be flexibly applied; therefore, it can be delivered in many clinical care settings. SBIRT has 
been adapted for use in hospital emergency settings, primary care centers, office- and clinic-based 
practices, and other community settings, providing opportunities for early intervention with at-risk 
substance users before more severe consequences occur. In addition, SBIRT interventions can 
include the provision of brief treatment for those with less severe SUDs and referrals to 
specialized substance abuse treatment programs for those with more severe SUDs. Screening large 
numbers of individuals presents an opportunity to engage those who are in need of treatment. 
However, additional research is needed to determine how best to implement SBIRT. 

Keywords 

brief intervention; referral to treatment; SBIRT; screening; substance use disorders 

Screening, brief intervention, and referral to treatment (SBIRT) is a public health approach 
to the delivery of early intervention and treatment services for individuals at risk of 
developing substance use disorders (SUDs) as well as those who have already developed 
these disorders. SBIRT is an intervention that can be flexibly applied, so it can be delivered 
in many clinical care settings. SBIR T has been adapted for use in hospital emergency 
settings, primary care centers, office- and clinic-based practices, and other community 
settings, providing opportunities for early intervention with at-risk substance users before 
more severe consequences occur. In addition, SBIRT interventions can include the provision 
of brief treatment for those with less severe SUDs or referrals to specialized substance abuse 
treatment programs for those with higher severity disorders. 

The current model of SBIRT is based on the Institute of Medicine (IOM 1990) report, 
Broadening the Base of Treatment for Alcohol Problems. The IOM recommended the 
development of integrated service systems that link community-based screening and brief 
intervention to assessment and referral activities. This type of intervention fills the gap 
between primary prevention and more intensive treatment for those with SUDs. The main 
goal for SBIRT is to improve community health by reducing the prevalence of adverse 
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consequences of substance misuse, including SUDs, through early intervention and, when 
needed, referral to treatment {IOM 1990). 

In practice, SBIRT comprises three stages: screening, brief intervention, and referral to 
treatment. Screening involves a rapid assessment of substance use. SBIRT was developed 
for tobacco and alcohol use disorders, but its use is being expanded to include illicit drug 
and prescription drug use, although for these latter categories there is no strong research 
evidence for its effectiveness as yet. Ifit is determined that a patient's substance use patterns 
are hazardous, a brief intervention follows. When practitioners first began using SBIRT, the 
brief intervention utilized brief advice approaches, whereas current U.S. SBIRT efforts 
focus on motivational interviewing approaches of various lengths (Pringle et al. 2012). 
Depending on severity, patients may be offered brief treatment (a variable number of 
sessions, depending on the program and client, focusing on motivating clients to change 
substance use patterns) or be referred to a substance abuse treatment program. Referral to 
treatment may be more useful for excessive drinkers, as brief intervention has been shown to 
have little effect on this population (Beich et al. 2007; Beich, Thorsen & Rollnick 2003; 
Beich, Gannie & Malterud 2002). 

The importance of integrating SBIR T into the clinical setting is becoming increasingly 
apparent. Problem substance use is highly prevalent in the United States. According to the 
2008 National Survey on Drug Use and Health, conducted by the Substance Abuse and 
Mental Health Services Administration (SAMHSA 2009), 23% of Americans engage in 
risky drinking, 8% engage in illicit drug use, and 10% meet the criteria for either alcohol or 
other substance abuse or dependence. The same survey revealed that 90% of people with 
SUDs do not receive treatment. Of those who do not receive treatment, 95% do not know 
that they have a problem. The integration of SBIRT into clinical settings attempts to raise 
awareness of substance use issues among patients and help them to find relevant treatment 
solutions, where appropriate. 

SBIRT HISTORY 

The current model ofSBIRT was not feasible until the 1980s. It was during this time period 
that reliable screening tools for alcohol and drug abuse, such as the Michigan Alcohol 
Screening Test, the CAGE, and the Drug Abuse Screening Test, were developed (Babor & 
Kadden 2005). These tools permitted the development of rapid methods of screening to be 
devised. 

One early successful demonstration that SBIR T could be a helpful intervention found that 
brief physician advice helped some to stop smoking tobacco cigarettes, when undertaken in 
concert with support from a local smokers' clinic (Russell, Stapleton & Hajek 1988). In 
another study, conducted in Malmo, Sweden, 585 males who engaged in heavy drinking 
received screening and brief intervention (SBI) and were followed over a two- to six-year 
period during the late 1970s and early 1980s. The study showed that SBI, in the form of 
repeated encouragement from a health care provider, was helpful in decreasing overall 
alcohol consumption, lowered the incidence of negative medico-social consequences, and 
decreased mortality associated with heavy drinking (Kristenson et al. 1983). 

Evidence supporting the effectiveness of alcohol SBI in primary care settings continued to 
grow. A randomized, controlled clinical trial conducted in 1997 found that for problem 
drinkers (men consuming more than 14 drinks per week and women consuming more than 
11 drinks per week), two 10- to 15-minute counseling visits led to reductions in seven-day 
alcohol use, episodes of binge drinking, and frequency of excessive drinking at a 12-month 
follow-up (Fleming et al. 1997). 

J Psychoactive Drugs. Author manuscript; available in PMC 2013 October 21. 



Agerwala and McCance-Katz Page 3 

Upon recognizing the importance of the Malmo study and others, the World Health 
Organization (WHO) began to focus resources on research to develop an international 
screening test as well as to evaluate the effectiveness of various brief interventions for at
risk alcohol drinkers (Babor et al. 2007). The screening tool that they developed was the 
Alcohol Use Disorders Identification Test (AUDIT; Saunders et al. 1993). The organization 
also conducted a cross-national clinical trial comparing brief interventions among patients 
who were deemed at risk of alcohol-related problems (WHO Brief Intervention Study Group 
1996). This program also began to integrate SBIRT into primary care settings in Europe as 
well as in developing nations (Babor et al. 1989). 

Recognizing the potential ofSBIRT, the WHO's focus turned to research investigating how 
to best implement screening and brief intervention for alcohol problems in primary care 
settings, and, on a broader scale, how to integrate SBIRT into the health care systems of 
countries around the world (Babor et al. 2007). In 1997, a program, similar to the above for 
alcohol, was started to develop a quick and accurate screening test as well as evaluate the 
effectiveness of brief interventions for illicit drugs and tobacco (WHO ASSIST Working 
Group 2002). In the United States, the dissemination ofSBIRT technologies has been 
strongly supported by SAMHSA's SBIRT initiative. This program has demonstration sites 
operating in 11 states (Babor et al. 2007). Other large programs of note are located in Brazil, 
South Africa, and the European Union (Babor et al. 2007). Currently, most SAMHSA
funded projects use dedicated personnel or "specialists" to deliver SBIRT services. Clinics 
using specialists have been shown to implement a higher percentage of completed 
interventions, although clear differences between sites have emerged. Whether the physician 
or specialist delivery model works best depends on a variety of provider and organizational 
characteristics (Babor et al. 2005). 

SBI in primary care settings has shown significant promise. A summary of evidence taken 
from 12 controlled trials found that six to 12 months after good quality, brief, multicontact 
behavioral counseling interventions, participants reduced the average number of drinks they 
consumed per week by 13% to 34% when compared to controls not receiving the 
intervention, and the proportion of participants drinking at moderate or safe levels was 10% 
to 19% greater compared to controls (Whitlock et al. 2004). A systematic review and meta
analysis found that brief alcohol intervention in primary care settings reduced alcohol 
consumption for both men and women at six- and 12-month follow-ups (Bertholet et al. 
2005). 

INTRODUCTION TO SBIRT IN MEDICAL SETTINGS 

Self-report screening tests are simple and can be given in a variety of settings. They are 
often administered as part of a clinician interview, via a questionnaire, or they may be 
completed by patients given access to a computer. Automated telephone screening, where 
clients respond via touchtone keypads to telecomputer-administered versions of the CAGE 
and AUDIT screening assessments, has been shown to be comparable to clinician
administered screening (Dyches et al. 1999). Internet websites have also been found to be 
effective as screening tools when they are well publicized and easily accessible. Many users 
screened in this way who drink excessively have sought referral information (Saitz et al. 
2004). Some single-question screens for risky drinking and alcohol use disorders have been 
developed and validated (Dawson, Compton & Grant 201 O; Dawson, Pulay & Grant 201 O; 
Seale et al. 2006; Williams & Vinson 2001) as has a single-question screening test used in 
primary care settings for illicit drug use and abuse of prescription drugs (Smith et al. 2010). 
See Table 1 <TQ>first mention of table 1 </TQ> for a summary of SBIRT screening tools. 
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SBIRT IN EMERGENCY DEPARTMENTS 

Emergency departments (ED) across the United States are part of the health care safety net 
and, by default, become the point of primary care for millions of Americans. Forty percent 
of ED visits are due to trauma, and of these, between 40% and 50% are alcohol related 
(Nilsen et al. 2008). As of 2006, the Committee on Trauma of the American College of 
Surgeons has recommended that all Level I and II trauma centers be equipped to use SBIRT 
screening tools and that Level I centers offer a brief intervention when necessary 
(Soderstrom et al. 2007). Recent studies have shown mixed results regarding the 
effectiveness ofSBI delivered in EDs (Academic ED SBIRT Research Collaborative 2010). 
A systematic review and meta-analysis did, however, find that SBI reduced ED utilization 
(Bray, Cowell & Hinde 2011). 

In the ED, a physician, nurse, or specially trained health education paraprofessional may 
administer SBIRT. The process involves administration of screening questions to ED 
patients. When at-risk drinkers are identified, brief advice, motivational interviewing (MI), 
or a brief negotiated interview (BNI) is administered. BNI attempts to integrate the early 
approach of offering brief advice with the more current approach of using MI (D'Onofrio, 
Bernstein & Rollnick 1996). If the patient expresses interest in reducing consumption, the 
provider helps to establish alcohol use reduction goals and follow-up plans. In a recent 
study, those patients receiving a brief intervention (BI) were more likely to enter into 
substance abuse treatment in the year following BI. This was particularly true of patients 
who had no substance abuse treatment in the past two years (Krupski et al. 2010). 

Using computers as a means of screening has been in evolution for two decades (Davis & 
Morse 1991; Barry & Fleming 1990), and recent studies have shown promise for this 
method (Heron & Smyth 2010; Kypri et al. 2008; Linke et al. 2008; Riper et al. 2008). One 
such study evaluates the administration ofSBIRT in the ED via a Computerized Alcohol 
Screening and Intervention (CASI). The CASI takes less than five minutes to administer, 
can be conducted in many languages, and includes the AUDIT. It undertakes a BNI, prints a 
personalized alcohol reduction plan, and provides treatment referral information. A six
month follow-up found that 47% of at-risk patients who received the CASI-administered 
BNI were no longer drinking over the National Institutes of Alcohol Abuse and Alcoholism 
(NIAAA) low-risk limits, defined as no more than four drinks in a day or no more than 14 
drinks in a week for men aged 64 years and younger and no more than three drinks in a day 
or no more than seven drinks in a week for women and for men age 65 years and older 
(Vaca et al. 2011). 

The Academic Emergency Department SBIRT Research Collaborative has studied the 
implementation of SBIRT in EDs. As part of this multisite study, 14 sites participated in 
training ED staff in SBIRT. This included a total of 402 doctors, nurse practitioners, 
physician assistants, nurses, social workers, and emergency medical technicians. Of these 
health practitioners, 74% reported less than ten hours of alcohol education during graduate 
or post-graduate education, and 78% reported less than two hours of alcohol education in the 
previous year. Training in SBIRT involved either a two-hour interactive workshop with case 
simulations or a web-based program. At three months post-training, practitioners reported a 
small but significant increase in the belief that SBIRT would make a difference for patients 
receiving the intervention. Seventy-two percent reported delivering at least one SBIRT 
intervention in their clinical practice, and trainees were more likely to use SBIRT. At 12 
months after the training, health practitioners had increased confidence in their ability to 
perform SBIRT and a greater sense ofresponsibility to screen. Identified barriers included a 
lack of belief in the effectiveness of SBIRT, a lack of role models among faculty, a concern 
for angry responses from patients, lack of reimbursement, and lack of referral sources. These 
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barriers underscore the need for institutional support, the continued supervised clinical 
practice of SBIRT, and system-wide change that supports the intervention (Academic ED 
SBIRT Research Collaborative 2007a). 

A companion study conducted by the same collaborative evaluated the effectiveness of 
SBIRT on ED patients. In this study, 7,751 patients were screened. Of those, 2,051 exceeded 
the NIAAA low-risk drinking limits. Over 1,100 patients consented to participate in the 
study, in which patients were randomly assigned to receive either SBIRT/BNI or a control 
intervention that consisted of written advice and a referral list from providers. At three 
months, those who received a brief intervention reported significantly fewer drinks per week 
and were more likely than controls to report alcohol use that was below the NIAAA low-risk 
limit. This study shows the potential for an ED intervention to directly benefit patients, as 
evidenced by reduction in alcohol consumption, alcohol-associated morbidity, mortality, and 
healthcare costs (Academic ED SBIRT Research Collaborative 2007b). However, a follow
up study showed that the effects associated with SBIRT/BNI observed at three months were 
no longer significant at six and 12 months (Academic ED SBIRT Research Collaborative 
2010). 

Other models of SBIRT in the ED have also shown promise. In a study of nurses delivering 
SBI in an ED, decreases in alcohol consumption determined by quantity as well as 
frequency were reported. SBI was also associated with a decrease in recurring ED visits 
when compared to the usual care group (Desy et al. 2010). Another approach, which 
addresses the time constraints and the lack of referral experience among ED providers, 
involves the use of health promotion advocates (HP A) who have experience in the 
recognition and treatment of SUDs and function as physician extenders. These advocates see 
all patients to assess general health, safety, and substance abuse issues. If a patient has 
substance abuse issues, the HP A will assist in making a referral to treatment. Important 
contributions of ED HP As have included improving patient flow and community relations, 
as well as reducing the need for security involvement and success in finding detoxification 
placements (Bernstein et al. 2009c). 

Not all SBIRT research outcomes have been positive. Some ED SBIRT studies show little 
difference in drinking results between people who have received SBIRT and controls 
(D'Onofrio et al. 2008; Daeppen et al. 2007). The traumatic event that led to admission to 
the emergency department may act as a motivating factor for patients, regardless of whether 
they receive SBIRT. A follow-up SBIRT session with a trained interviewer at a date six to 
12 months after the initial emergency room visit may help individuals to reassess their 
motivation to change (Korcha et al. 2012). In addition to multicontact interventions, active 
referral to primary care providers offers another opportunity to increase the effectiveness of 
ED interventions (Academic ED SBIRT Research Collaborative 2010). 

There are challenges that may hinder the integration of SBIRT into EDs. Up to 75% of 
patients screened will not be at risk for SUDs, and the time spent to screen all patients in the 
ED when the yield is expected to be 25% or less (Madras et al. 2009) may discourage the 
use ofSBIRT among ED staff. Screening plus BNI lasts approximately ten minutes, which 
in ED settings is a lengthy period that some clinicians may not find to be the best use of ED 
time. The comfort level of the ED staff is important as well. Effective training is needed 
before SBIRT becomes routine and staff can administer it efficiently (Bernstein et al. 
2009c ). There is also a general lack ofreferral sources, which points to a larger systemic 
problem. 

There also are reimbursement issues surrounding SBIRT. Although SBIRT is being 
reimbursed by Medicare and at least three major U.S. insurance carriers, a study found that 
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implementation of billing codes was insufficient to promote utilization of SBI (Fussel, 
Rieckmann & Quick 2011). Ongoing challenges include a low reimbursement rate, a 
minimum 15-minute length of service requirement for billing, and the availability of 
reimbursement only for licensed healthcare providers delivering the intervention. 
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However, several studies indicate that SBIRT may decrease health care costs. In a 
Washington State Medicaid cost analysis study, SBIRT was delivered by substance abuse 
counselors to working-age disabled Medicaid patients in nine hospital ED units. Patients 
receiving SBIRT were fpund to have significant reductions in need for health care services 
in the year following the SBIRT intervention, with a reduction in Medicaid costs per month 
per member of $366 (Estee et al. 2010). Similarly, Gentilello and colleagues (2005) reported 
a $3.81 reduction in health expenditures for every $1.00 spent on screening and intervention 
in trauma patients. If applied nationwide, this was estimated to potentially produce a net 
savings of $1.82 billion annually. Another study has suggested that a $43,000 reduction in 
future health care costs would be realized for every $10,000 invested in early intervention 
(Fleming et al. 2002). 

SBIRT use in trauma centers also shows some promise. At a 12-month follow-up, those 
receiving a brief intervention decreased alcohol consumption by 21. 8 drinks per week. The 
most significant drop in consumption was seen in mild to moderate drinkers. In addition, 
trauma recidivism, measured using a statewide database of all ED and hospital discharges 
over the subsequent three years, was reduced by 47% in those receiving SBIRT (Gentilello 
et al. 1999). This study contributed to the recommendation by the Committee on Trauma of 
the American College of Surgeons that all patients seeking treatment for trauma in Level I 
EDs receive SBIRT. Another study showed that two brief interventions, personalized 
motivational intervention and brief information and advice results in decreases in alcohol 
consumption and fewer negative consequences from drinking in trauma center patients 
receiving SBIRT at six- and 12-month follow-ups (Sorderstrom et al. 2007). 

SBIRT IN PRIMARY CARE 

Evidence supporting the use of SBIRT in primary care is quite strong (Kaner et al. 2007). 
Numerous studies show that alcohol screening and brief counseling interventions reduce 
unhealthy alcohol use in primary care patients (Williams et al. 2011; Babor et al. 2007; 
Kaner et al. 2007). Gryczynski and colleagues (2011) evaluated SBIRT implementation in 
rural New Mexican primary health care settings including Federally Qualified Health 
Centers, public health offices, and Indian Health Service clinics. This study is one of a 
limited number of studies to describe use of a full SBIR T model in primary care, with 
services provided by dedicated SBIRT providers. The AUDIT was used to screen for at-risk 
alcohol consumption, and those identified with hazardous drinking (AUDIT score> 8) were 
referred to behavioral health counselors (BHC). To screen for illicit and nonmedical 
prescription drug use, a yes/no questionnaire about past-year use was also administered. Any 
patient who answered in the affirmative to a screening question was referred to a BHC. The 
counselors were licensed psychologists, clinical social workers, or substance abuse 
counselors. These staff received 80 hours of initial training as well as additional booster 
trainings by supervisors. At the six-month follow-up, brief intervention and brief therapy 
were associated with a decreased frequency of illicit drug use, alcohol use, and alcohol 
intoxication in patients who received the intervention. Brief therapy and referral to treatment 
was associated with the greatest reductions in alcohol and illicit drug use. It is important to 
note that this study included no control group (Gryczynski et al. 2011 ). 

SAMHSA has developed and funded the creation of SBIRT Medical Residency Programs 
(MRP). In these programs, medical residents are taught SBIRT skills and how to incorporate 
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SBIRT into their practices (Seale, Shellenberger & Clark 2010). Some have suggested that a 
team-based learning approach would help residents to learn and implement SBI better than 
education through a traditional lecture format (Shellenberger et al. 2009). However, barriers 
to implementation of SBIRT in primary care settings mirror those in the ED: lack of 
substance use disorder knowledge, lack of time, reimbursement issues, and lack of faculty 
mentors (Pringle et al. 2012; Chossis et al. 2007). SBIRT training may also be useful as a 
platform to teach medical residents about pharmacotherapy treatments for substance use 
disorders, which can be provided by primary care providers. Two recently completed studies 
show the effectiveness of the use ofa SBIRT curriculµm and the reinforcement of skills 
taught in SBIRT curriculum through the use of standardized patients (Satre et al. In press; 
Satterfield et al. In press). 

The importance of the availability of mentors who can provide faculty and residents with 
ongoing advice and encouragement is underscored by the current lack of a structured system 
of identification and treatment of substance abuse issues in medical settings. Single trainings 
of medical providers will not be sufficient to adequately establish this intervention (Chossis 
et al. 2007). Ongoing support, training, and the addressing of questions regarding the 
appropriate identification and treatment of patients with need for substance abuse treatment 
interventions is necessary (Pringle et al. 2012). 

SBIRT FOR CHILDREN AND ADOLESCENTS 

Alcohol and drug use is a leading cause of injury and death in children and adolescents. The 
National Survey on Drug Use and Health reported that 16% of 12- to 17-year-olds reported 
drinking in the past 30 days (US DHHS 2008). Binge drinking, defined as consuming more 
than five drinks on one occasion, is also a growing concern among adolescents, with 8% of 
eighth graders and 19% of twelfth graders reporting an episode in the past 30 days (Office of 
the Surgeon General 2007). Approximately 4 7% of adolescents try an illicit drug by the time 
that they graduate from high school (Johnston et al. 2009). This information is important 
because the use of drugs and alcohol before the age of 15 has been shown to be a predictor 
of SUDs in adulthood (Grant & Dawson 1997). 

A survey was conducted to assess implementation ofSBIRT in the 12- to 17-year-old 
population seeking treatment in EDs (Schweer 2009). Of242 hospitals that responded to the 
survey, 18% reported screening all adolescents in the ED, and 26% screened adolescents 
admitted to trauma service. Blood alcohol concentration (BAC) was used by 52% of ED 
units as an indicator of whether to screen or not. The problem with this, however, is that it is 
the clinician who decides which patients are tested for BAC. This means that health care 
professionals decide who is at risk, and they may miss many adolescents who are likely to 
be engaged in at-risk behaviors (Schweer 2009). 

Another study conducted at the Children's Hospital of Philadelphia evaluated SBIRT 
implementation by trauma advanced-practice nurses for patients aged 12 to 18 years old. 
Nurses used the CRAFFT screener, a six-question instrument that queries about problem 
alcohol and drug use, with all adolescent trauma patients to determine if substance misuse 
was a problem for them (Knight et al. 2002). This screening tool was chosen for ease of use, 
age appropriateness, and its ability to address both risky alcohol and drug use. A positive 
response to any of the six screening questions led to a referral to a social worker or trauma 
advanced-practice nurse for further assessment. A specialty treatment referral was made if 
necessary. Nurses expressed concern about confidentiality issues and therefore created a 
"Specially Protected Information" section of the medical record for information about 
participants' substance use. Of 115 adolescent trauma patients, 25% screened positive 
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(Robinson 2010). Although preliminary studies show some promise, currently there is 
insufficient evidence to indicate the efficacy of SBIRT for adolescents. 
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Brief motivational interviewing has been associated with reduced young adult ( 18- to 24-
year-olds) alcohol consumption at six- and 12-month follow-up (Monti et al. 2007). This 
intervention has also shown a reduction in the incidence of alcohol-related injury, traffic 
violations, and driving after drinking among 18- and 19-year-olds, although this particular 
study showed no significant differences in reduction of alcohol consumption between brief 
intervention and standard care (Monti et al. 1999). 

SBIRT IN EMPLOYEE ASSISTANCE PROGRAMS 

In one of the only studies of SBIRT outside of medical settings, a telephone-based 
intervention was tested with employees who either self-referred or were manager-referred to 
the company's employee assistance program (EAP). The telephone interview offered an 
AUDIT screening. If the interviewee screened positive for hazardous alcohol use, they were 
given feedback including alcohol education, simple advice, a discussion of the pros and cons 
of alcohol use, the importance of cutting back, and a referral to outside care, when 
appropriate. Over a five-month period, 295 people were offered screening, of which 93% 
participated. Common reasons for contacting the EAP were stress/anxiety/panic (38%), 
depression (19%), alcohol use (6%), and other drug issues (1 %). Forty percent of those who 
consented were found to have a positive screen by the AUDIT, and of those, 52% scored at 
moderate to high risk. An overall rate of approximately 8% for alcohol disorders approached 
that of the general population in the United States. Of those who had a positive screen by the 
AUDIT, 72% contacted the EAP clinician for the recommended appointment to begin to 
address problem alcohol use (McPherson et al. 2010). This study shows the potential 
usefulness of screening and brief intervention in settings outside of health care systems and 
the wide applicability of this intervention. Limitations of this approach include limited 
participation rates by employees and patient concerns about confidentiality. 

ONGOING QUESTIONS REGARDING SBIRT 

SBIRT research has focused mainly on alcohol use. There is little data on effective 
screening tools and usefulness of SBIRT interventions in illicit drug users. Recently, 
however, the Alcohol, Smoking and Substance Involvement Screening Test (ASSIST) has 
been developed, validated, and used as the screen for a randomized controlled trial of a brief 
intervention for illicit drugs. The study found that those receiving BI had significantly 
reduced scores for all ASSIST measures (Humeniuk et al. 2012). Also, a study attempting to 
reduce marijuana use among teens and young adults in a pediatric ED setting using SBI 
found that intervention participants were more likely to be abstinent for the past 30 days and 
showed a reduction in days of substance use at 12-month follow-up (Bernstein et al. 2009b). 
More research is needed to explore the effectiveness of SBIRT for those who engage in at
risk drug use behaviors. Further, most SBIRT studies have focused on short-term effects (up 
to one year after the initial intervention). One study did, however, find that brief physician 
advice was associated with sustained reductions in alcohol use four years after the 
intervention (Fleming et al. 2002). Moving forward, it will be important to conduct more 
long-term studies to examine the durability of the effects ofSBIRT and to explore the most 
useful forms of SBIRT intervention. Such studies could evaluate the impact of SBIRT in the 
larger community and society as a whole. 

The United States Preventive Services Task Force (2004) has given SBIRT in the primary 
care setting a "B" recommendation. This means that there is fair evidence that the benefits 
outweigh the harms. They reached this conclusion after considering research that suggested 
participants reduced their average number of drinks per week by 13% to 34% more than did 
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controls who did not receive a SBIRT intervention, and the proportion of participants 
drinking at moderate or safe levels was 10% to 19% greater as compared to controls 
(Bernstein et al. 2009a; Whitlock et al. 2004). More research will be needed to determine 
whether SBIRT should be required in all health care settings. 

Some experts believe that the scope ofSBIRT should be expanded to include tobacco 
misuse and possibly depression screening due to the high prevalence rates of these disorders. 
Benefits of routine screening for these issues include improved health outcomes as well as 
cost savings. Further cost savings could be realized by training individuals with bachelor's 
degrees to dispense SBIRT services (Brown 2011). It should also be noted that SBIRT in its 
current form is still not entirely an evidence-based practice. While studies do indicate that 
alcohol and drug use decrease at six months after service delivery, some of these studies 
lack control groups. Future studies should focus on a randomized clinical trial approach to 
demonstrate efficacy. 

SUMMARY 

SBIRT is increasingly used in medical settings in the United States and internationally. In a 
large study of SBIRT outcomes, at six-month follow-up, illicit drug use was 68% lower and 
heavy alcohol consumption was 39% lower among individuals who had screened positive 
for hazardous drug and alcohol use. Those same individuals reported improvements in 
general health, mental health, employment, and housing, as well as decreased criminal 
activity (Madras et al. 2009). Although this cohort study is promising, follow-up occurred at 
six months after baseline, making its findings less conclusive than aforementioned studies 
with longer follow-up times. 

SBIRT shows promise in many medical settings in facilitating early identification ofrisky 
substance use. Screening large numbers presents a greater opportunity to engage those 
individuals who are in need of treatment. SBIRT can also be used as an opportunity to teach 
medical staff about substance use disorders and their treatment, including pharmacotherapies 
that can be implemented in primary care. However, additional research is needed to 
determine how best to implement SBIRT and to assure its routine use in primary care 
settings. Recent studies have begun to explore new approaches to understanding SBIRT and 
how best to implement the intervention to achieve the greatest positive results. For example, 
how the sequence of "change talk" within a brief motivational intervention relates to alcohol 
consumption is being explored (Bertholet et al. 2010), the use of motivational enhancement 
therapy to increase resident physician engagement in substance abuse education is being 
studied (Hettema et al. 2009), text-message-based drinking assessments and brief 
interventions are being explored (Suffoletto et al. 2011), and identification of behavior 
change techniques that will reduce excessive alcohol consumption that might be 
implemented in the SBIRT model are being researched (Michie et al. 2012). Further, studies 
of curriculum development and innovative approaches to teaching SBIRT using 
interventions such as medical resident interactions with standardized patients have been 
developed (Satre et al. In press; Satterfield et al. In press). While these studies show some 
promise, future studies are needed to fully evaluate their effectiveness. 

Further evaluation of what training is most effective in improving the SBIRT skills of 
medical staff and to increase the receptivity of health care providers to use SBIRT with their 
patients is needed (Whitlock et al. 2004). One meta-analysis did find, however, that 
promising programs are those that have a specific focus on alcohol and those that are multi
component (Anderson et al. 2004). Equally important is continued exploration to determine 
what types of supports are needed for patients to maintain gains in reductions in hazardous 
substance use that result from SBIRT interventions. Finally, although there is some evidence 
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to support the efficacy of SBIRT for illicit drug use (Bernstein et al. 2005), cautionary notes 
have been raised about extrapolating what works in SBIRT for alcohol problems to SBIRT 
for illicit drug use (Saitz et al. 2010). Future studies focusing on the effect of SBIRT 
interventions in identifying and altering drug misuse and abuse will help to clarify these 
issues. 
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TABLE 1 

Screening Tools 

Tool (Positive) Questions 

CAGE Have you ever felt you should cut down on your drinking? 
(two or more "yes" 

Have people annoyed you by criticising your drinking? answers) 

Have you ever felt bad or guilry,about your drinking?' 

Have you ever had a drink first thing in the morning to steady your nerves or get rid of a hangover ( eye-
opener)? 

CRAFFT Have you ever ridden in a car driven by someone (including yourself) who was "high" or had been using 
(two or more "yes" alcohol or drugs? 
answers) 

Do you ever use alcohol or drugs to relax, feel better about yourself or fit in? 

Do you ever use alcohol or drugs while you are by yourself, or alone? 

Do you ever forgetthings you did while using alcohol or drugs? 

Do your family or friends ever tell you that you should cut down on your drinking or drug use? 

Have you ever gotten into trouble while you were using alcohol or drugs? 

AUDIT How often do you have a drink containing alcohol? 
( all questions ranked on a 

How many standard drinks do you have on a typical day when you are drinking? severity scale from O to 4 
-total score of::> 8 

How often do you have six or more standard drinks on one occasion ? indicates a positive 
screen) How often during the last year have you found that you were not able to stop drinking once you had 

started? 

How often during the last year have you failed to do what was normally expected of you because of 
drinking? 

How often during the last year have you needed a first drink in the morning to get yourself going after a 
heavy drinking session? 

How often during the last year have you had a feeling of guilt or remorse after drinking? 

How often during the last year have you been unable to remember what happened the night before because 
you had been drinking? 

Have you or someone else been injured because of your drinking? 

Has a relative, friend, doctor, or other health care worker been concerned about your drinking or suggested 
you cut down? 

ASSIST Which substances have ever been used in the patient's lifetime? 
(administration and 

What is the frequency of substance use in the past three months? scoring is more 
complicated) 

What is the frequency of experiencing strong desire or urge to use each substance in the last three months? 

What is the frequency of health, social, legal or financial problems related to substance use in the last three 
months? 

What is the frequency with which use of each substance has interfered with role responsibilities in the past 
three months? 

Has anyone ever expressed concern about the patient's use of each substance? How recently has that 
occurred? 

Has the patient ever tried and failed to cut down or give up their use of each substance? How recently has 
that occurred? 

Has the patient ever injected any drug? 

Maximum Drinks During the last 12 months, what was the LARGEST number of drinks that you drank in a single day? 
Screener 
(::> 4 drinks) 
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Tool (Positive) Questions 

Frequency of 5+/4+ During the last 12 months, about how often did you drink FIVE OR MORE drinks in a single day? (for 
Drinking Screener men) 
(= once per year) . . . wa. . 

During the last 12 months, about how often did you drink FOUR OR MORE drinks in a single day? (for 

  

women) 

Single-Question How many times in the past year have you used an illegal drug or used a prescription medication for 
Screening Test for Drug nonmedical reasons? ° 
Use in Primary Care 
(any use)         
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Tool (Positive) Questions 

Frequency of 5+/4+ During the last 12 months, about how often did you drink FIVE OR MORE drinks in a single day? (for 
Drinking Screener men) 
(?: once per year) 

During the last 12 months, about how often did you drink FOUR OR MORE drinks in a single day? (for 
women) 

Single-Question How many times in the past year have you used an illegal drug or used a prescription medication for 
Screening Test for Drug nonmedical reasons? 
Use in Primary Care 
(any use) 
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I. INTRODUCTION 

Screening, Brief 
Intervention and Referral to Treatment (SBIRT) 

in Behavioral Healthcare 

4/1/2011 9:00 AM 

This report discusses the evidence supporting the effectiveness of screening, brief intervention, 
and referral to treatment (SBIRT) as a comprehensive approach, as well as for the 
implementation and effectiveness of the individual components of SBIR T for different 
behavioral health conditions. 1 The report describes briefly the underlying research that has been 
conducted in the prevention and early intervention of risky alcohol, substance abuse and tobacco 
consumption, as well as commonly reported mental health problems, and describes existing 
studies/models for specific populations and settings. Further, the report addresses the question of 
what a model SBIRT program is, compared to programs which include or adapt components of 
the comprehensive SBIRT approach. Literature reviews are included in Attachment I. This paper 
is intended for use by policy makers, research organizations and governmental agencies seeking 
to understand the complexities of the SBIRT model and/or considering the adoption and 
implementation of SBIR T systems change or behavioral health integration within primary care 
settings. 

Screening, brief intervention, and referral to treatment (SBIRT) was originally developed as a 
public health model designed to provide universal screening, secondary prevention2 (detecting 
risky or hazardous substance use before the onset of abuse or dependence), early intervention, 
and treatment for people who have problematic or hazardous alcohol problems within primary 
care and other health care settings (Babor et al., 2007; Babor & Higgins-Biddle, 2001). Based on 
the SAMHSA model, SBIR T is unique in its universal screening of all patients regardless of an 
identified disorder, allowing health care professionals to address the spectrum of such behavioral 
health problems even when the patient is not actively seeking an intervention or treatment for his 
or her problems. 

Following are the key points of this paper: 

- SBIR T has been defined by SAMHSA as a comprehensive, integrated, public health 
approach to the delivery of early intervention for individuals with risky alcohol and drug use, 
and the timely referral to more intensive substance abuse treatment for those who have 
substance abuse disorders. There is consensus that a comprehensive SBIRT model includes 
screening, brief intervention/brief treatment and referral to treatment. In addition to these 

1 Excludes medical conditions. 

2 There is some discussion about whether SBIRT is selective prevention (Kumpfer & Baxley, 
(1997) or early intervention given the overlap in SBIRT's approach and objectives. 



integral components, SAMHSA defines a comprehensive SBIRT model to include the 
following characteristics: 

• It is brief ( e.g., typically about 5-10 minutes for brief interventions; about 5 to 12 
sessions for brief treatments). 

• The screening is universal. 
• One or more specific behaviors related to risky alcohol and drug use are targeted. 
• The services occur in a public health non-substance abuse treatment setting. 

2 

• It is comprehensive ( comprised of screening, brief intervention/treatment, and referral to 
treatment). 

• Strong research or experiential evidence supports the model's effectiveness. 

- No standard SBIRT definition has been articulated by the U.S. Preventive Services Task 
Force or other authoritative/coordinating bodies. The SAMHSA definition of SBIRT is based 
on methodology that was developed during the implementation of a comprehensive SBIRT 
grant program comprised of all the integral components, and supported by research by the 
National Institute on Drug Abuse and the National Institute on Alcohol Abuse and 
Alcoholism. 

- There is substantial research on the effectiveness of SBIRT in reducing risky alcohol 
consumption. However, the evidence for the effectiveness of SBIRT in reducing risky drug 
use, although promising, is still accumulating. The results for the SAMHSA model of 
SBIRT for drug misuse are inconsistent depending on the characteristics of the provider, the 
specific setting, and the patient population that is targeted for SBIRT implementation. While 
there is robust evidence for screening and referral for depression in primary care, to date, 
little empirical evidence for the use of comprehensive SBIRT-like models for mental health 
problems commonly reported by health care patients. There is also no research that has 
demonstrated the implementation or effectiveness of SBIRT-like models in addressing 
trauma or anxiety disorders in clinical health settings. 

II. THE SAMHSA SBIRT MODEL 

SBIRT is a comprehensive, integrated, public health approach to the delivery of early 
intervention for individuals with risky alcohol and drug use, as well as the timely referral to more 
intensive substance abuse treatment for those who have substance use disorders. Primary care 
centers, hospital emergency rooms, trauma centers, and community health settings provide 
opportunities for early intervention with at-risk substance users before more severe consequences 
occur. 

SAMHSA supports a research based comprehensive behavioral health SBIRT model which 
reflects the six following characteristics: 

1. It is brief. The initial screening is accomplished quickly (modal time about 5-10 minutes) and 
the intervention and treatment components indicated by the screening results are completed 
in significantly less time than traditional substance abuse specialty care. 



2. The screening is universal. The patients, clients, students, or other target populations are all 
screened as part of the standard intake process. 

3. One or more specific behaviors are targeted. The screening tool addresses a specific 
behavioral characteristic deemed to be problematic, or pre-conditional to substance 
dependence or other diagnoses. 

4. The services occur in a public health, or other non-substance abuse treatment setting. This 
may be an emergency department, primary care physician's office, school, etc. 

5. It is comprehensive. The program includes a seamless transition between brief universal 
screening, a brief intervention and/or brief treatment, and referral to specialty substance 
abuse care. 

6. Strong research or substantial experiential evidence supports the model. At a minimum, 
programmatic outcomes demonstrate a successful approach. 

3 

As a comprehensive or model approach, SBIRT has only been demonstrated to be effective for 
risky alcohol use. There is substantial evidence for the effectiveness of brief interventions for 
harmful drinking when delivered by a physician or other qualified health professional (Bien et al, 
1993; Kahan et al, 1995; Wilk et al, 1993). There is a growing body ofliterature showing the 
effectiveness of SBIRT for risky drug use (Madras et al, 2008; Saitz et al, 201 O; Bernstein et al., 
2005) but the results vary by the characteristics of the provider, the specific setting, and the 
patient population that is targeted for SBIRT implementation. 

To determine the effectiveness of SBIRT beyond alcohol, a comprehensive literature review was 
conducted. SBIRT-like models including not only a simple screening tool, but also an 
appropriate and brief intervention that addressed the level of problem indicated by the screening 
results. Table 1 (p. 4) identifies the substance abuse and mental health conditions where SBIRT 
or components of SBIR T have been employed. The literature review did not include studies that 
employed SBIRT or approaches that are similar to SBIRT for general medical conditions such as 
blood pressure, HIV/ AIDS, or other behavioral issues such as domestic violence. 

As shown in Table 1, the comprehensive SBIRT model has not been consistently demonstrated 
as effective in addressing harmful or risky drug misuse, depression, trauma, or anxiety problems. 
Findings showing the effectiveness of SBIRT for drug misuse are accumulating, and there is 
some programmatic data from the SAMHSA State SBIRT programs showing promising findings 
for depression among primary care patients. Public health approaches that are consistent with 
the SBIRT model have also been demonstrated for tobacco use. They are described in the latter 
sections of this paper. Table 1 presents a brief analysis of the evidence for the effectiveness of 
SBIRT for various behavioral health conditions. 



Table 1. EFFECTIVENESS OF SBIRT AND ITS COMPONENTS 

  

  

   - Referral to Screening = Treatment 
  

FOR BEHAVIORAL HEALTH CONDITIONS 

  

    

  

“Comprehensive SI SBIRT 

  

effective (Category B 
we oho ‘Ab classification, 

isuse/Abuse USPSTF) 

Illicit Drug * * rowing Put 7 
inconsistent evidence Misuse/Abuse     

  

Tobacco Use      

Effective brief 

approach consistent 
with SBIRT (USPSTF; 
2008 U.S. Public 
Health Service (PHS) 
Clinical Practice 
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No evidence to date for 
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    Depression . No evidence to date for Trauma/Anxiety * trauma/anxiety 
Disorders 

disorders                  

Key: Y Evidence for effectiveness/utility of component 

Component Demonstrated to show Promising Results 

— Not Demonstrated and/or Not Utilized 

‘Brief intervention as defined by the SAMHSA SBIRT program involves 1-5 sessions lasting 5 
minutes to an hour. Among SBIRT grantees funded by SAMHSA, about 15% of patients receive 
scores that indicate a brief intervention. 

Brief treatment as part of SBIRT involves 5-12 sessions, lasting up to an hour. Among State 
SBIRT grantees funded by SAMHSA, about 3% of patients receive a score that dictates a brief 
treatment.
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1Brief intervention as defined by the SAMHSA SBIRT program involves 1-5 sessions lasting 5 
minutes to an hour. Among SBIRT grantees funded by SAMHSA, about 15% of patients receive 
scores that indicate a brief intervention. 

2Brief treatment as part of SBIRT involves 5-12 sessions, lasting up to an hour. Among State 
SBIRT grantees funded by SAMHSA, about 3% of patients receive a score that dictates a brief 
treatment. 
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Universal screening helps identify the appropriate level of services needed based on the patient's 
risk level. Patients who indicate little or no risky behavior and have a low screening score may 
not need an intervention. Those who have moderate risky behaviors and/or reach a moderate 
threshold on the screening instrument may be referred to brief intervention. Patients who score 
high may need either a brief treatment or further diagnostic assessment and more intensive, long 
term specialty treatment. Screening typically takes 5-10 minutes and can be repeated at various 
intervals as needed to determine changes in patients' progress over time. Some commonly used 
screens for the implementation of SBIRT for alcohol and drug use are the Alcohol Use Disorders 
Identification Test (AUDIT), Drug Abuse Screening Test (DAST), Alcohol, Smoking, Substance 
Involvement, Screening Test (ASSIST), and the Cut Down, Annoyed, Guilty, Eye-Opener 
(CAGE). In addition, a recent study found a single question related to drug use to be effective in 
detecting drug use among primary care patients (Smith et al., 2010). 

Prescreening, which is not a core component of SBIR T but is frequently used, reduces the time 
needed by busy clinic staff to identify patients with risky behavior. Examples of validated pre
screens are the Alcohol Use Disorders Identification Test-Consumption (AUDIT-C), which 
consists of the first three alcohol consumption questions from the full 10-item AUDIT 
questionnaire, and the NIAAA prescreening question ("On any single occasion during the past 3 
months, have you had more than 5 drinks containing alcohol?", Taj et al., 1998). If a patient 
scores high on any domain in the pre-screen, a full screen is conducted. 

Brief Intervention (BI) and/or Brief Treatment 
Patients are provided with BI, brief treatment, or referral to intensive specialty treatment 
depending on their level of risk using a validated pre-screen and/or screening tool (Babor & 
Higgins-Biddle, 2001). With respect to substance abuse, in general only a small proportion of 
patients in primary care settings screened positive for some level of substance misuse, abuse or 
dependency. This is usually 5%-20%, but may be as high as 40% in some clinical settings. The 
majority of patients report minimal or no problems with alcohol or drugs and as such may be an 
ideal group for primary or universal prevention activities for maintenance of non-risky use or 
abstinence. The goal of a BI (which usually involves 1-5 sessions lasting about 5 minutes to one 
hour) is to educate patients and increase their motivation to reduce risky behavior. 
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The goal of brief treatment (which usually involves 5-12 sessions) is to change not only the 
immediate behavior or thoughts about a risky behavior but also to address long-standing 
problems with harmful drinking and drug misuse and help patients with higher levels of disorder 
obtain more long term care. Based on performance data from state SBIRT grantees funded by 
SAMHSA, only about 3% receive a score that indicates a brief treatment. Patients referred to a 
brief treatment often have higher risk factors than those referred to a BI. Brief treatment may 
also require a manualized course of (advanced) motivational enhancement and cognitive 
behavioral approaches to help patients address unhealthy cognitions and behaviors associated 
with current use patterns and adopt change strategies. If patients report greater risk factors than 
what brief treatment can address, they are referred to specialty substance abuse care. In some 
cases, a patient may receive a BI first and then move on to a brief treatment or longer term care. 
Although the time required to execute BI/BT is generally considered brief, it is far too lengthy 
for physicians to do. Also, physicians cite concerns about angering or insulting patients by 
bringing up sensitive issues such as alcohol and/or drug use. While these concerns are 
understandable, when SBIRT is implemented properly, the time commitment is reasonable and 
acceptably low given the demonstrated success in identifying persons requiring referral to 
treatment (RT). Similarly, concerns about patient reactions can be neutralized by proper training 
for the providers and ensuring that access to referral services is available. In addition, SBIR T is 
frequently implemented by allied health professionals such as nurses, social workers, or health 
educators, with results and actions noted in the patient chart for physician notification and 
oversight. 

Referral to Treatment (RT) 
Referral to treatment can be a complex process involving coordination across different types of 
services. As such, the absence of linkages to treatment referrals can be a significant barrier to the 
adoption of SBIRT. Referral is recommended when patients meet the diagnostic criteria for 
substance dependence or other mental illnesses as defined by the Diagnostic and Statistical 
Manual of Mental Disorders, Fourth Edition (DSM-IV). 3 In these cases, a referral to a 
specialized treatment provider is often made. Referral requires the primary care system to 
establish new and complex linkages with the traditional specialty care system to connect clients 
who score in the problematic range to recognized, evidence based treatment in a timely manner. 
Although only 3% to 4% of screened patients in primary care settings typically need to be 
referred, the absence of a proper treatment referral will prevent the patient from accessing 
appropriate and timely care that can impact other psychosocial and medical issues. Research 
findings suggest that motivational-based Bis can increase patient participation and retention in 
substance abuse treatment (Hillman et al., 2001; Dunn and Ries, 1997). Strong referral linkages 
are critical, as well as tracking patient referrals. SAMHSA requires SBIR T grantees to have a 
comprehensive referral to treatment and follow-up system in place for the duration of the 
program. In the case where RT is incorporated into an integrated care model, this may require 
shifts in provider allocation and hiring. 

3 The diagnostic criteria are likely to change when DSM Vis released in 2012 or 2013. 



The following characteristics of SBIR T identified in the research literature ( see Reference 
section) have been shown to be important in effectively addressing behavioral health problems. 
They have therefore formed the foundation for the SAMHSA SBIRT programs. 
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1) Use of brief, validated, universal pre-screening/screening tools. These tools allow health care 
professionals to address the problem behavior even when the patient is not actively seeking 
treatment for his or her problem. Prescreening/screening tools accurately and quickly identify 
individuals with problematic conditions in as little time as 2-4 minutes. Because of its 
briefness and its universal application (that is, can be used with all patients), SBIRT may be 
more generally accepted by health care professionals working in busy practices. 

2) Relatively easy to learn by diverse providers. The SBIRT approach is easy to learn relative to 
other behavioral treatment techniques that may require lengthy specialized training. As such, 
it can be implemented by diverse health professionals who work in busy medical settings 
such as physicians, nurses, social workers, health educators and paraprofessionals. 

3) Incorporation of strong referral linkages to specialty treatment. Approaches that are effective 
integrate comprehensive strategies that include referral to specialty treatments (Gentillelo, 
Donavan, Dunn & Rivara, 1999). While RT may be difficult in underserved areas, this 
should not deter programs from engaging in developing SBI activities as they have beneficial 
effects separate from the referral. However, the goal is to provide a quick handoff for 
dependent patients to specialty treatment if the primary care site cannot provide more 
intensive services for substance abuse. Establishing linkages with specialty care through 
identification oflocal treatment service contracts, an MOU agreement between sites, or 
dedicated central referral services has been a major barrier for many providers in their 
decision to adopt SBIRT. The availability of well established referral linkages to specialty 
care is essential to the uptake and maintenance of SBIR T, and closely tracking to confirm 
patient compliance with treatment is critical to good health care provision. Primary care 
locations engaged in referral to specialty care make efforts to determine the patient's 
engagement and participation in treatment, as this may also affect the course of treatment in 
the general medical practice. 

III. ALCOHOL MISUSE, ABUSE, AND PREVENTION 

There is substantial evidence from review studies (Bahar, 2007; Bein et al, 1993; Kaner, et al., 
2009) and meta-analyses ofrandomized clinical trials (Beich et al., 2003; Bertholet et al, 2005) 
that show the effectiveness of SBIR T in reducing hazardous drinking in patients presenting in 
primary care and other health care settings. The U.S. Preventative Services Task Force 
(USPSTF) has recommended that "behavioral counseling interventions for risky/harmful alcohol 
use among adult primary care patients can provide an effective public health approach to 
reducing problematic drinking" (USPSTF, 2004). The USPSTF also concluded that counseling 
for risky drinkers should include advice to reduce current drinking; feedback about current 
drinking patterns; and explicit goal-setting, usually for moderation and assistance in achieving 
the goals. 
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Research also indicates that despite the robustness of the evidence for SBIRT's effectiveness for 
unhealthy alcohol drinking, other factors can impact its effects. For example, studies have 
shown that multiple contacts or sessions (in contrast to a single contact) with a provider can 
increase the impact of SBIRT in reducing risky alcohol consumption (Brown et al., 2007; 
Longabaugh et al., 2001). Moreover, demographic factors and psychosocial conditions also 
have been shown to influence SBIRT's effects on alcohol misuse (Saitz et al., 2006). For 
example, homelessness makes SBIRT less effective due to the challenges involved in working 
with this population, and brief interventions have improved linkages with those who can provide 
assistance to younger men and hospitalized women. 

The conduct of universal screening, brief intervention and treatment, and referral to treatment for 
alcohol disorders has been found to be effective in various healthcare settings for diverse patient 
populations including primary care (Babor et al., 2007), emergency departments (Gentilello et 
al., 1999), as well as schools and colleges (O'Brian et al., 2006). Data are currently being 
collected that suggest that SBIRT may also be effective in addressing alcohol problems in 
employee assistance programs (McPherson and Goplerud, 2008). ,Recent research also has 
demonstrated the efficacy of conducting screenings and Bis using innovative strategies such as 
the use of personalized feedback via the internet (Cunningham, 2010), as well as web-based 
outcomes monitoring to assist with treatment decisions and cognitive behavioral techniques 
(Roy-Bryne, 2010). 

Also promising is the utilization of computerized interventions which has been shown to be 
effective in augmenting and complementing the gains made through the initial face to face brief 
interventions. The Veterans Administration, for example, examined the use of electronic clinical 
reminders with patients following screening with the AUDIT-C and showed such approaches 
reinforced moderate drinking reductions at follow up (Williams, 2010). Other research reviews 
indicate that electronic methods can enhance brief interventions with substance users by offering 
assessment and feedback in brief motivational interviewing; monitoring individual treatment 
patient's progress; tracking patients in aftercare; and providing educational opportunities for 
clinicians (Cucciare, 2009). Electronic intervention can also help bridge the treatment capacity 
gap by providing another source of assistance for women who do not complete traditional 
substance abuse treatment (Van DeMark, et al., 2010). In addition, the cost savings offered by 
the implementation of SBIRT in primary care are significant. One study (Gentilello, 2005) 
showed that for every one dollar spent on providing SBIRT approximately $3.81 is saved. The 
Washington State SBIRT program cost study also reflects similar savings. 

The concept of SBIRT can be applied across the continuum of care for alcohol problems. Based 
on the severity of the problem indicated by the screening results, interventions ranging from 
universal prevention to brief interventions to traditional specialty treatment can be provided to 
health care patients. For individuals who are abstinent, universal prevention practices can be 
implemented to sustain alcohol abstinence. For moderate risky drinking, the first two 
components of SBIR T - screening and brief interventions (SBI)- may be implemented which 
can address inappropriate expectancies (beliefs about substance use effects and social norms of 
acceptable behavior) and lack of motivation to change risk factors that contribute to substance 
abuse (Dimeff et al., 1999). 
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Extensive research supports screening and brief intervention as effective universal and selective 
prevention strategies for alcohol problems. Universal screening with educational content has 
measurable prevention effects with accompanying feedback (Kunz et al., 2004). The prevention 
approach may also be successful for abstainers and non-risky drinkers by providing behavioral 
support and normative information to maintain healthy behaviors. For at-risk individuals, early 
identification and brief intervention around false expectancies, normative use misperceptions and 
skills acquisition can prevent progression to severe drinking problems. For example, the 
BASICS program, which is consistent with the SBIRT approach, has been shown to be effective 
in addressing problematic or risky drinking in college age groups (Dimeff et al., 1999). SBis also 
incorporate motivational interviewing components (Miller and Rollnick, 2002) that are also 
integrated in brief treatment for higher risk patients. SBis have proven effective in decreasing 
overall consumption and binge drinking (Casset et al., 2008; Hanewinkel & Wiborg 2005; Kunz 
Jr. et al., 2004; Martens et al., 2007; Heather et al., 2004; Toumbourou et al. 2007; Murphy et al., 
2001), as well as increasing productivity (Osilla et al., 2010). Evidence further demonstrates that 
strengthening resiliency, competencies, and social connectedness supports recovery for those 
individuals who show early symptoms of alcohol misuse. 

Extensive reviews of the effectiveness of SBI (Babor et al., 2007, 2008) have found that there are 
"irrefutable" improvements in short-term health benefits as well as indications of "substantial" 
long-term benefits. Follow up at three, six or nine month intervals can help document the 
effectiveness of SBI and reinforces normative ideation and skills enhancement for individuals 
with minimal risk behaviors. To achieve long term effects, SBI must be implemented with 
fidelity through targeted training for providers (Cameron et al., 2010; Seale et al., 2005; 
Christensen et al., 2004; Bray et al., 2009; Ronzani et al., 2008; Furtado et al., 2008; Heather et 
al., 2004; Tollison et al., 2008; Babor et al., 2004; Brown & Fleming, 1998). In many instances 
providers implementing SBI may not necessarily be physicians but allied health professionals 
such as nurses, counselors, health educators, and peers (Mastroleo, 2009; Blume & Marlatt, 
2004), who may experience fewer barriers in service provision than physicians (Babor et al., 
2004). Also, SBI can be conducted individually or with groups (Shellenberger et al., 2009; 
Henslee, 2009), with web-based instruments (i.e. college oriented E-Chug and E-Toke or 
Alcohol Skills Training Programs), or online feedback (Blume & Marlatt, 2004), and applied 
through strategic planning by communities or providers. 

IV. DRUG MISUSE, ABUSE, AND PREVENTION 

In 1995, based on the scant availability of published research on SBIRT for drugs, the USPSTF 
(1995) determined that there was "insufficient evidence to recommend for or against" the 
effectiveness of using an SBIRT approach for drugs. Some researchers have cited the relative 
scarcity of validated brief drug screening tools (Smith PC, et. al., 2010) and the low prevalence 
rates of drug use (Saitz, 2010) in primary care settings, as two reasons for the comparatively 
small number of studies showing SBIRT's effects with drugs (De Micheli D, et. al., 2004). 
Nevertheless, since 1995, there has been a growing body of investigator-initiated research as 
well as findings from SAMHSA-funded SBIRT projects that have shown promising results for 
the use of the comprehensive SBIR T approach, as well as selected use of individual components, 
in reducing risky drug use (Copeland et al., 2001). For instance, a randomized controlled trial 
indicated that Bis can reduce cocaine and heroin use (Bernstein et al., 2005). Motivational 



interviewing coupled with a self-help booklet given to regular amphetamine users also resulted 
in reduced levels of drug use (Baker, Lee, Claire, Lewin, Grant, & Pohlman, 2005). Bis for 
patients screening positive for cocaine, heroin, and amphetamine are also showing promising 
results in various settings beyond emergency departments (Cunningham et al., 2009). In small 
sample sizes, screening and Bis have been linked with reductions in the use of marijuana, 
amphetamine-type stimulants, cocaine, and heroin (Madras et al., 2008). The World Health 
Organization (2008) sponsored a multi-national study demonstrating that screening and brief 
interventions resulted in short-term reductions of a wide variety of illicit drugs, including 
marijuana, cocaine, amphetamine-type stimulants, and opioids. 
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As with alcohol consumption, universal and selective prevention efforts may also be targeted to 
those with minimal or mild drug misuse. Like with alcohol, identified abstainers can benefit 
from supportive and normative information to maintain healthy lifestyles. For individuals at risk 
for drug problems, early identification and brief intervention around false expectancies and skill 
acquisition can prevent progression to more severe drug problems. In addition, tools that can be 
used for universal screening of drug use in health settings such as the DAST and the ASSIST as 
well as on-line tools such as E-TOKE (Electronic -THC Online Knowledge Experience) are 
prevention-ready applications designed to detect the presence of drug use. 

V. SBIRT AND TOBACCO USE 

The utility of SBIRT approaches for all forms of tobacco use, especially smoking, has been 
endorsed by the USPSTF and has elicited interest in primary care and hospital personnel. 
Cigarette smoking continues to be the leading cause of preventable disease and death in the 
United States (USDHHS, 2004) and is attributed to approximately 443,000 deaths per year 
(CDCP, 2010) from lung cancer: ischemic heart disease, chronic obstructive pulmonary disease, 
strokes, and other diagnoses. Smoking also affects health outcomes of people other than the 
smokers, with smoking during pregnancy resulting in premature births, spontaneous abortions, 
stillbirths, and intrauterine growth retardation. In addition, research has shown that psychiatric 
disorders and cigarette smoking are frequently co-morbid conditions (Dome et al, 2010; Brown 
et al, 2008; Brown et al, 2002; Degenhardt & Hall, 2001; Grant et al, 2004). A recent study 
using data from the 2005-2006 National Survey on Drug Use and Health reported that adults 
with lifetime depression, anxiety, anxiety with depression, or major depressive episodes were 
more likely to be "current smokers, smoke with higher intensity and frequency, have more 
dependence, and have lower success at quitting" when compared to individuals without these 
psychiatric conditions (Trosclair & Dube, 2010). 

However, despite smoking's established risks and the health benefits of quitting, 23 percent of 
adults in the United States continue to smoke and more than 2,000 adolescents become regular 
tobacco users daily (NSDUH, SAMHSA). Nearly 90 percent of smokers start by age 18, and 25 
percent of teen smokers remain addicted as adults. Because 70 percent of smokers see a 
physician each year (Fiore, Bailey, Cohen, et al., 2000) clinicians have a unique opportunity to 
intervene and implement tobacco SBIRT in primary care settings and emergency departments. 

As such, the USPSTF strongly recommends that clinicians screen all adults for tobacco use and 
provide brief interventions, including screening, brief behavioral counseling (less than 3 
minutes), and pharmacotherapy delivered in primary care settings. The USPSTF also strongly 



recommends that clinicians screen all pregnant women for tobacco use and provide augmented 
pregnancy-tailored counseling to those who use tobacco products. These interventions have 
been shown to be effective in increasing the proportion of smokers who successfully quit 
smoking and remain abstinent after 1 year. 

The USPSTF advises that the clinical interventions for tobacco cessation that are cited in the 
2008 U.S. Public Health Service (PHS) Clinical Practice Guideline, Treating Tobacco Use and 
Dependence (Fiore et al, 2008), become integrated in standard clinical practice. The PHS 
Guideline also recommends that clinicians use the screening instrument known as the 5A's of 
tobacco use intervention, which provides a useful strategy for engaging all medical patients in 
smoking cessation discussions. The 5A's are consistent with the SBIRT approach and parallel 
the screening and brief intervention or counseling components of the SBIR T model. 

I . Ask about tobacco use. 
2. Advise to quit through clear personalized messages. 
3. Assess willingness to quit. 
4. Assist to quit. 
5. Arrange follow-up and support. 
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The Guideline's behavioral treatments include counseling, social support, problem solving, and 
cessation skills training offered in face-to-face individual or group formats or via telephone quit 
lines. Medication assisted treatments for tobacco use/dependence have also been suggested and 
include seven FDA-approved, first-line medications (i.e., bupropion SR, nicotine gum, inhaler, 
lozenge, nasal spray, and patch), and two second-line medications (clonidine and nortriptyline). 

The Agency for Healthcare Research and Quality (AHRQ) also reviewed tobacco guidelines 
developed in England in 2006 and supports recommendations for brief interventions for patients 
who use tobacco products, including: simple advice to stop, assessment of the patients' 
commitment to quit, an offer of pharmacological or behavioral support, and provision of self 
help materials or referral to supportive resources such as Quit lines. 

VI. DEPRESSION 

The USPSTF supports screening for adult depression where accurate diagnosis, effective 
treatment, and follow-up are available. The USPSTF also recommends screening adolescents 
(12-18 years of age) for major depressive disorder (MDD), again with accurate diagnosis, 
psychotherapy (cognitive behavioral or interpersonal), and follow-up. There are many commonly 
used screening tools for depressive symptoms, such as the Patient Health Questionnaire 2 (PHQ-
2) (Kroenke, et al., 2003) and the Patient Health Questionnaire 9 (PHQ-9) (Kroenke, et al., 2001) 
which both have established validity and reliability. 

Primary care physicians are the providers most likely to see patients when they first become 
depressed and are most capable of initiating and monitoring treatments with pharmacologic 
agents (McNaughton, 2009). Previous studies, however, have shown that at least half of patients 
with active depression seen by primary care physicians remain undiagnosed (Spitzer et al, 1994; 
Schulberg et al., 1988; Ormell et al, (1991 ). Depression is particularly prevalent among "high 
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utilizers" of medical care resources, of whom as many as 40% have been found to have a current 
depressive illness (Katon et.al., 1990). Due to time constraints and training issues, physicians in 
primary care are often unable to provide effective behavioral interventions and treatments for the 
patients with mental disorders (McNaughton, 2009). 

Promising but preliminary data are available from SBIRT grantees funded by SAMHSA that 
indicate that the SBIRT approach may be adapted for depression treatment. For example, the 
State of Wisconsin incorporated depression screening into a Wisconsin Initiative to Promote 
Healthy Lifestyles (WIPHL) pilot program. Patients with mild or moderate depression were 
provided behavioral activation by health educators using specific protocols developed by the 
program. 

Behavioral activation also offers promise as a strategy for brief intervention and there is some 
evidence that it would fit an SBIRT-like approach. Behavioral activation assists individuals to 
identify and engage in daily activities and situations they find positively reinforcing and 
consistent with their long-term goals (Dimidjain et al., 2006). Behavioral activation as a brief 
intervention has been demonstrated in three meta-analyses, one randomized control trial, and one 
follow-up study of a previous randomized control trial, to be an effective intervention for the 
treatment of depression (Sturmey, 2009). 

VII. ANXIETY DISORDERS AND TRAUMA 

Anxiety disorders are among the most common mental health problems seen in primary care 
settings and as many as one-third of primary care patients have been found to have significant 
anxiety symptoms (Fifer, 1994). Approximately 15% of primary care patients have a current 
anxiety disorder, and 24% have had a lifetime anxiety disorder, as assessed by diagnostic 
interviews (Nisenson et al., 1998). Primary care patients with anxiety disorders typically have 
considerable disability and impairment in functioning (Roy-Byrne et al., 1999; Sherbourne et al., 
1996) and high utilization rates of general medical services which ultimately result in higher 
health care costs (Simon et al., 1995). Screening tools are also available for anxiety such as the 
Brief Symptom Checklist-18 (Derogatis, 2001) which provides a measure of both anxiety and 
depression. The My Mood Monitor (M-3) (Gaynes et al., 2010) screening is a valid and efficient 
one page tool for screening multiple common psychiatric illnesses in primary care and other 
settings. The M-3 can function both as a screen for specific anxiety and mood disorder 
diagnoses, as well as a general screen for the presence of any mood or anxiety disorder in 
addition to bipolar disorder and PTSD. 

Interventions such as passive psychoeducation, including bibliotherapy, have been shown to 
reduce symptoms of anxiety, psychological distress, and depression (Donker et al., 2009). These 
approaches may be offered as a brief intervention to patients who screen positive for mild or 
moderate levels of anxiety. Passive psychoeducational interventions are cost-effective and can 
be easily put into practice by non medical professionals and may have a less-stigmatizing impact 
on consumers, especially when delivered through a Web site, e-mail or a brochure (Donker et al., 
2009). 
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Evidence of emotional trauma is also common in primary care. Walker et al.(1993) report that 
rates as high as 3 7% for childhood sexual abuse and 29% for adult sexual assault are evident in 
primary care settings. Walker et al. found that 61 % of women reported that they believed that it 
was appropriate for their primary care physician to ask about previous victimization, but only 4 
percent had been actually asked. In the Adverse Childhood Experiences (ACE) Study (Dube et 
al., 2004), patients received an assessment using the Family Health History and Health Appraisal 
questionnaires as measures. The authors found the reliability statistics of the ACE study support 
the use of these questionnaires for retrospective reports of adverse childhood experiences such as 
childhood maltreatment, household dysfunction, and other socio-behavioral factors. Other tools 
for screening trauma and anxiety include: the Trauma Symptom Inventory (Briere, 1995), the 
PTSD-8 (Hansen, et al., 2010), and the Primary Care PTSD Screen (PC-PTSD) (Prins, et al., 
2003). 

The National Child Traumatic Stress Network has developed an evidence-based practice which 
may be suitable for use in a BH SBIRT program. The Trauma Adaptive Recovery Group 
Education and Therapy for Adolescents and Pre-Adolescents (TARGET-A) has been evaluated 
in 248 clinical trials with control groups and can be completed in as little as 4 sessions. This 
intervention is designed for groups and/or individual children, adolescents and their parents that 
is easily adapted to settings where youth or families enter and leave services rapidly (NCTSN, 
2008). 

The prevalence of issues such as depression, anxiety, and trauma among primary care patients 
call for further exploration to determine if certain SBIRT components may be applied to 
symptoms of these disorders among medical patients. These findings also highlight the value of 
universal screening, a principal component of SBIRT, in addressing mental health issues in 
primary care and other health care settings. 

VIII. IMPLICATIONS FOR FUTURE PROGRAMS 

While there is substantial research for the effectiveness of SBIRT in reducing unhealthy alcohol 
use and tobacco use/misuse, the evidence for similar models in addressing drug abuse and mental 
health conditions such as depression, anxiety and trauma is still being developed. As such, 
SAMHSA would recommend investment in developing SBIRT-like models for most common 
behavioral health conditions, for use in public health settings. This would involve services 
research, demonstrations, and conducting rigorous comparative effectiveness evaluations of 
behavioral health SBIRT programs beyond those already proven effective for alcohol or tobacco, 
in possible collaboration with NIMH, NIAAA and/or NIDA. 

Numerous screening and intervention programs in a variety of settings and populations have 
recently defined themselves as "SBIRT programs." Most often these programs do not meet the 
criteria established in this paper to be designated as a comprehensive SBIRT model. Both a 
strong research base and more consistent terminology and definitions for what constitutes a true 
SBIRT model are lacking. Although SBIRT and its components have been utilized across 
programs, the effectiveness of SBIR T programs can vary in their fidelity, application, and 
comprehensiveness. 
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In considering the future of SBIRT program implementation, some or all of the following could 
be pursued: 

e Partnership with one or more external, authoritative bodies. This may involve approaching the 
US Preventative Services Task Force to develop an SBIRT definition and/or taxonomy which 
reflects the latest science-base approach and is vetted with the field. 

¢ Collaboration with NIH (NIDA, NIMH) and/or AHRQ to conduct more research on SBIRT 
approaches for drug abuse, depression, anxiety, trauma, etc., to help establish parameters that 
are critical to effective implementation. 

e Diversifying the SAMHSA SBIRT program portfolio and dedicating increased evaluation 
resources to examine the value of complementing SBIRT for alcohol and drugs with screening 
and intervention for other behavioral health conditions.
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Abstract 

Background: Screening, brief intervention, and referral to treatment (SBIR1), is an approach for the prevention and 
treatment of substance use disorders, but is often underutilized in healthcare settings. Although the implementation of 
SBIRT is challenging, the use of multi-faceted and higher intensity strategies are more likely to result in the successful 
incorporation of SBIRT into practice in primary care settings. SBIRT may be used in different healthcare settings, and the 
context for implementation and types of strategies used to support implementation may vary by setting. The purpose 
of this scoping review is to provide an overview regarding the use of strategies to support implementation of SBIRT in 
all healthcare settings and describe the associated outcomes. 

Methods: A scoping review was conducted using Cl NAHL Complete, HealthBusiness FullTEXT, PsyclNFO, PubMed, and 
Embase to search for articles published in English prior to September 2019. The search returned 462 citations, with 18 
articles included in the review. Two independent reviewers extracted data from each article regarding the theory, 
design, timeline, location, setting, patient population, substance type, provider, sample size and type, implementation 
strategies, and implementation outcomes. The reviewers entered all extracted data entered into a table and then 
summarized the results. 

Results: Most of the studies were conducted in the United States in primary care or emergency department settings, 
and the majority of studies focused on SBIRT to address alcohol use in adults. The most commonly used strategies to 
support implementation included training and educating stakeholders or developing stakeholder interrelationships. In 
contrast, only a few studies engaged patients or consumers in the implementation process. Efforts to support 
implementation often resulted in an increase in screening, but the evidence regarding the brief intervention is less 
clear, and most studies did not assess the reach or adoption of the referral to treatment. 
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Discussion: In addition to summarizing the strategies used to increase reach and adoption of SBIRT in healthcare 
settings, this scoping review identified multiple gaps in the literature. Two major gaps include implementation of SBIRT 
in acute care settings and the application of implementation theories to inform healthcare efforts to enable use of 
SBIRT. 

Keywords: Implementation, Implementation strategies, Screening, brief intervention, referral to treatment 
(SBIRT), Substance-related disorders, Scoping review 

Background 
More than 20 million people aged 12 and older in the 
United States have a substance use disorder [1]. Sub
stance use disorders (SUD), defined as health problems, 
disability, and failure to meet responsibilities caused by 
alcohol or drug use [1], have a significant impact on in
dividuals, families, and communities. In addition to 
healthcare costs associated with the treatment of comor
bidities, a projected $42 billion will be spent on SUD 
treatment in 2020 [2]. When including direct and indir
ect costs related to crime and lost worker productivity, 
the national cost of substance abuse increases to $740 
billion annually [3]. Despite the known consequences of 
SUD, healthcare providers rarely use validated tools to 
screen patients for SUD, and only 11 % of people who 
need substance use treatment receive treatment at a spe
cialty facility [l, 4]. 

Screening, Brief Intervention, and Referral to Treatment 
(SBIRT) is a comprehensive public health approach to deliv
ering care for individuals who have or are at risk of develop
ing SUD [5]. SBIRT is a three-step process that involves 1) 
using a validated tool to screen patients to assess the severity 
of substance use, 2) providing a brief intervention when indi
cated by screening and clinical judgment, and 3) providing a 
referral to treatment when appropriate [5]. The receipt of 
SBIRT is associated with reductions in alcohol and illicit drug 
use [ 6] and diminished societal costs related to automobile 
accidents, arrests, incarcerations, work absences, and other 
factors [7, 8]. Compared to usual care, a brief intervention is 
effective in the reduction of alcohol consumption [9], al
though the evidence for other substances is unclear [9, 10]. 
Several organizations recognize the potential of SBIRT in ad
dressing substance use [11-14]. Despite the potential benefits 
of using SBIRT in clinical practice, this intervention is under
utilized in healthcare settings representing a substantial gap 
in implementation. Clinicians report that they infrequently 
use screening tools to screen for substance use, and clinical 
students may not have preceptors with SBIRT experience [4, 
15]. Additionally, less than 2% of pediatric emergency physi
cians report consistent use of SBIRT for adolescents with 
alcohol-related emergency department visits [16]. 

When an intervention is underutilized in clinical practice, 
the next step is to study the implementation of that interven
tion [17, 18]. Greenhalgh et al. define implementation as 

"active and planned efforts to mainstream an innovation 
within an organization."19

,P-
582 This process includes the de

cision to use an intervention ( described using the terms 
adoption, assimilation, acceptance, and uptake) [19-22], and 
continued use of the intervention (described using the terms 
sustainment and maintenance) [20, 21, 23]. The methods 
used to enhance adoption, implementation, and sustainment 
of a new practice are referred to as implementation strategies 
[24]. Implementation strategies may include activities such as 
training and educating stakeholders, adapting the interven
tion to fit the context, or providing interactive assistance dur
ing the implementation process [25, 26]. While there are 
several different measures to determine the outcomes associ
ated with implementation [27], the outcomes in this review 
include reach (i.e., the proportion of patients who received 
the intervention) and adoption (i.e., the proportion of indi
vidual providers, groups, or organizations that decided to use 
the intervention) [28, 29]. 

Previous reviews on the use of strategies to support 
the implementation of SBIRT have focused on unhealthy 
alcohol use within primary care settings and were pub
lished in 2005 and 2016. These analyses indicated that 
the use of multi-faceted strategies that addressed a com
bination of patients, professionals, and organizations, 
was more effective than the use of strategies that only 
addressed the healthcare professionals [30]. These stud
ies additionally found that a higher intensity of an imple
mentation strategy (e.g., amount of training) was 
associated with greater efficacy of implementation of a 
brief alcohol intervention in primary care [31]. 

Prior reviews are limited to the primary care setting, 
but SBIRT can be used in other settings such as acute 
care and emergency departments which may have differ
ent contexts for implementation than primary care. In
vestigators have studied the implementation of SBIRT in 
various healthcare settings, and an understanding of the 
strategies used to increase the number of patients who 
receive SBIRT and providers who use SBIRT in various 
contexts may inform future research and clinical prac
tice. Therefore, the research question guiding this re
search is, "What implementation strategies are used to 
increase the reach and adoption of SBIRT when imple
menting SBIRT in healthcare settings, and what are the 
associated outcomes related to reach and adoption?" 
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Scoping reviews are used to map the current field of 
study and identify gaps in the existing literature [32, 33]. 
Scoping reviews include a systematic search and sum
mary of the existing literature; however, unlike a system
atic review, the scoping review method does not include 
an assessment of the risk of bias within each study or 
synthesis of the evidence [33]. A scoping review was 
therefore determined most appropriate, as this method 
will provide an overview of the evidence. The purpose of 
this scoping review is to provide an overview of existing 
evidence regarding the use of implementation strategies 
to promote the implementation of SBIRT in healthcare 
settings. 

Methods 
Investigators used a scoping review method as described 
by Arksey and O'Malley [32]. This method includes 
identifying a research question, identifying and selecting 
studies, extracting data, and then collating and summar
izing results [32]. 

Identifying a research question 
The investigators noted a gap in the literature and estab
lished the research question. The investigators developed 
but did not publish a protocol to conduct the review 
and answer this research question. 

Identifying and selecting studies 
To be included in this review, articles had to be pub
lished in English, contain empirical evidence, address the 
implementation of SBIRT in healthcare settings, describe 
strategies to promote implementation, and measure an 
outcome of interest (i.e., reach or adoption of SBIRT). 
Additionally, there had to be a comparison of the out
come, such as pre-intervention and post-intervention 
data, longitudinal data, or comparison to a control 
group. Exclusion criteria included abstracts, posters, dis
sertations, or articles that used SBIRT for something 
other than unhealthy substance use. These inclusion and 
exclusion criteria were selected to obtain evidence to ad
dress the purpose of the review and to summarize evi
dence regarding the changes in reach and adoption 
related to the use of implementation strategies. 

The articles for this review were identified through a 
literature search, using the key terms "SBIRT" OR 
"screening brief intervention referral to treatment" AND 
multiple terms related to implementation (adopt*, as
similation, acceptance, uptake, implement*, sustain*, 
maintenance). Because not all authors use the term 
'strategy' when describing methods to enhance imple
mentation, this term was not included in the search. Da
tabases for the search included CINAHL Complete, 
HealthBusiness FullTEXT, PsycINFO, PubMed, and 
Embase. These databases were selected to capture 

nursing, healthcare administration, behavioral science 
literature, and international literature. Publication dates 
were not limited, and the literature search was con
ducted on August 31, 2019. A health science librarian 
provided feedback on the search strategy prior to the 
completion of the literature search. 

The initial screening process included a review of all 
titles and abstracts and then removal of the citations that 
clearly did not meet the criteria for inclusion in the re
view. After obtaining the full text for all of the remaining 
citations, the investigator then removed all non-English 
articles, abstracts, posters, and dissertations. The 
remaining full-text articles were then screened for inclu
sion in the review using a screening tool that listed the 
inclusion and exclusion criteria. 

Extracting data 
Variables of interest for this review included the study 
theory or framework, design and timeline, location and 
setting, patient population, substance type, the type of 
providers using SBIRT, sample size and type, implemen
tation strategies used, and implementation outcomes. 
Most of the variables (theory/framework, design and 
timeline, location, setting, population, substance type, 
and providers using SBIRT) were extracted directly from 
the articles. When the study authors did not clearly state 
the study design, the reviewers selected a design to 
describe the study. The sample size and type were ex
tracted directly from the article, with a focus on the 
sample size included in the final data analysis. When the 
study authors did not provide the exact sample size, the 
reviewers described the sample size based on informa
tion in the article. 

To identify implementations strategies, the reviewers 
looked for descriptions of methods to facilitate adoption, 
implementation, or sustainment of SBIRT, such as train
ing, adapting the intervention, providing ongoing support, 
or providing financial incentives. The implementation 
strategies described in each article were extracted and 
then categorized by the reviewers into categories, as de
fined and described by Powell et al. [25] and Waltz et al. 
(26] When reviewing the articles, research activities, such 
as data collection for research purposes and data analysis, 
were not considered to be implementation strategies. 
Funding and academic/practice partnerships were in
cluded as implementation strategies when they were expli
citly mentioned in the article but were not included based 
on the acknowledgments section or authors' credentials or 
places of employment. 

The outcomes of reach and adoption were extracted 
from each article. Although adoption is generally defined 
as a cognitive decision [22], researchers often measure 
self-reported behavior or actual behavior as a proxy for 
the adoption decision. For this review, reviewers 
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extracted adoption data on providers' intention to use 
SBIRT or behavior regarding SBIRT. Study outcomes 
other than reach or adoption (e.g., provider attitude, 
knowledge, patient use of substances after receiving 
SBIRT) were not extracted from the articles. When 
extracting outcomes related to the brief intervention, re
viewers also included different ter,lilS used to describe a 
brief intervention, such as 'brief advice,' 'motivational 
interviewing,' and 'counseling.' 

A data collection instrument was developed and built 
into Qualtrics XM", a cloud-based survey software tool, 
with pilot testing completed prior to use. This tool was 
used to guide data extraction, collect and organize data 
from each article, and compare reviewer responses. 
Once reviewers determined that an article met criteria 
for inclusion in the review, each article was independ
ently reviewed by the primary investigator and a second 
reviewer. Both reviewers entered data into the Qualtrics 
tool. The study timeline was not included in the original 
data collection tool, and this variable was extracted later 
in the scoping review process. At the completion of the 
independent reviews, all discrepancies were discussed by 
the two independent reviewers. All unresolved discrep
ancies were then brought to one of two additional inves
tigators, who then made a final determination. One 
study author was contacted to clarify the substance type 
addressed in an article. In alignment with the scoping 
review methods described by Arksey & O'Malley [32], 
reviewers did not appraise the quality of each article. 

Collating and summarizing results 
Once consensus was reached, the results were entered 
into a table in Microsoft Word to collate the results and 
summarize the data. The reviewers met in person to 
summarize the information, and all investigators provided 
additional input via email or in-person discussions. 

Results 
The literature search identified 462 unique records after 
the removal of duplicates. Two hundred sixty-eight arti
cles were excluded based on a review of the titles and ab
stracts, and then a review of full-text citations led to the 
exclusion of abstracts, dissertations, and non-English arti
cles. Two reviewers assessed the remaining 102 full-text 
articles for eligibility based on previously noted inclusion 
and exclusion criteria. The search concluded with 18 arti
cles identified for in-depth review (see Fig. 1). 

Study characteristics 
The majority of studies (n = 15) did not state a specific 
theory or framework; however, investigators of the 
remaining three studies noted the use of the following 
frameworks: Framework for Design and Evaluation of 
Complex Interventions to Improve Health, the 

Consolidated Framework of Implementation Research, 
and Knowledge Translation. The most common study de
signs were pre-post studies, randomized controlled trials, 
longitudinal studies, and quality improvement, with the 
timeframe of the studies ranging from 30 days to 5.5 years. 
Thirteen studies were conducted in the United States, 
followed by Europe (n = 3), Canada (n = 1), and Australia 
(n = 1). The most common settings were primary care and 
emergency departments/trauma centers. The majority of 
the included patient populations were adults and/or 
trauma patients (n = 10), although three of the studies ad
dressed the implementation of SBIRT in the adolescents 
and pediatric populations. More than half of the studies 
were implementing SBIRT to address alcohol use, while 
the remaining studies focused on SBIRT to address alco
hol and other drugs, tobacco, or all substance types. 
SBIRT was generally provided by multiple professions 
within each study, although the studies in which only one 
profession provided SBIRT generally focused on physi
cians (see Table 1). 

Implementation strategies 
The authors of each study described the use of multiple 
strategies to support the implementation of SBIRT. 
Nearly every study used strategies to train and educate 
stakeholders (n = 17). Training and education included 
the development and distribution of educational mate
rials, as well as the provision of in-person training ran
ging from 5 min to 1 full day. While training and 
education were used most often, the next most common 
approach was the development of stakeholder interrela
tionships (n = 12). Studies described developing these re
lationships through the identification of champions, 
development of interdisciplinary teams, and collabor
ation with researchers and other stakeholders (see 
Table 2). 

Half of the studies described strategies to support cli
nicians (n = 9), such as embedding reminders into the 
electronic health record and shifting tasks from one role 
(e.g., physician) to a different role (e.g., research assist
ant, health education specialist, or behavioral health care 
practitioner). Other strategies used included the use of 
evaluative and iterative strategies to support implemen
tation (n = 9), such as the use of monthly or quarterly re
ports to summarize data, and the completion of a 
baseline needs assessment to assess for readiness for the 
implementation of SBIRT (see Table 2). 

The remaining categories of implementation strategies 
were used in fewer than half of the studies. These in
cluded the use of interactive assistance to support imple
mentation (n = 8) by providing technical assistance, 
conducting one-time or monthly conference calls, or by 
providing ongoing support, facilitation, and supervision. 
Several studies also described adapting and tailoring the 
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Records identified through 
database searching 

(n=831) 
CJNAHL Complete (n=J39) 
HealthBusiness Ful!TEXT 

(n=0) 
PsycINFO (n=146) 
PubMed (n=274) 
Embase (n=272) 

Records after duplicates removed 
(n = 462) 

! 
I 

Initial screen ofrecords I 

l 
Full-text articles 

assessed for eligibility 
(n =194) 

l 
Studies included in 

scoping review 
(n = 18) 

Fig. 1 Flow Diagram of Study Selection 

intervention or implementation plan to the local context 
(n = 8). Implementation leaders most commonly tailored 
the resources, intervention, process, and training mate
rials to meet the local needs or to fit into a specific set
ting (e.g., community emergency department) or specific 
population (e.g., Indigenous people). Another approach 
included the use of strategies to change infrastructure 
(n = 8). The most common infrastructure change was 
the modification of the electronic health record to in
corporate SBIRT into the documentation. Several studies 
described the use of financial strategies (n = 7) to in
crease the use of SBIRT. Financial strategies included re
ceiving funding to support the implementation of SBIRT 
or providing incentives or reimbursement for the use of 
SBIRT. Finally, a few studies described the engagement 
of consumers to support implementation (n = 3) by 

Records excluded 
(n = 268) 

Full-text articles excluded 
(n=l 76) 

Abstract (n=87) 
Dissertation (n=4) 
Not English (n=5) 

Not empirical evidence (n=6) 
Not about implementation of 

SB/RT (n=37) 
Not a healthcare setting (n=l) 

Does not measure reach or 
adoption (n=J4) 

Does not compare outcome of 
interest (n=22) 

partnering with people with unhealthy substance use or 
people from a specific population (i.e., Indigenous 
people) to develop resources and train providers (see 
Table 2). 

Implementation outcomes 
The majority of the studies in this review measured the 
percentage of patients who received the intervention 
(n = 15), while one of these studies additionally mea
sured differences in adoption among providers. The 
remaining three studies measured the self-reported use 
of SBIRT by providers. Most of the studies in this scop
ing review evaluated outcomes related to screening (n = 
15), followed by brief intervention (n = 10), referral to 
treatment (n = 4), brief intervention/referral to treatment 
{n = 1), and SBIRT overall (n = 2) (see Table 1). 
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Screening 

Reach Of the 15 studies measuring outcomes related to 
screening patients with a valid and reliable tool, most of 
the studies measured reach, or the percentage of patients 
who received screening (n = 13). Most of these studies 
(n = 9) utilized the same implementation strategies for 
all study participants via a quality improvement, pre
post, or longitudinal study design. In these studies, 
screening generally increased over time (34-40], but 
three studies did not report if this increase was signifi
cant (35, 37, 40]. Only one study, which focused on par
ents of patients rather than patients, reported no change 
in screening [41]. Another study reported an increase in 
screening when a research assistant was present, then a 
return to baseline when the research assistant was no 
longer present [42]. 

The remaining studies (n = 4) divided participants into 
groups and evaluated outcomes using randomized con
trolled, randomized controlled pre-post, or non
randomized pre-post quasi-experimental designs. The 
use of training [43, 44] and financial reimbursements 
[43] resulted in significant increases in screening, but 
the opportunity to adapt the brief intervention did not 
result in changes in the percentage of patients who were 
screened [43, 45]. When non-physician providers and 
physicians were exposed to the same implementation 
strategies, a higher percentage of patients were screened 
by non-physician providers than physicians [46]. 

Adoption Two studies examined the adoption of screen
ing by providers. One study found that physicians at the 
completion of the study were more likely to screen than at 
the beginning of the study. However, the adoption of 
screening was not significantly different between the inter
vention group and the control group in this study (47]. In 
contrast, another study found that providers who attended 
more training sessions were significantly more Iil<ely to 
screen patients for substance use than providers who 
attended fewer training sessions [48]. 

Brief intervention 

Reach Seven out of the 10 studies reporting outcomes 
related to the brief intervention measured the percentage 
of patients who received the brief intervention. Most of 
these studies (n = 5) used the same implementation 
strategies for all study participants using a quality im
provement, pre-post, longitudinal study design, or retro
spective design. The results of these studies differed; 
while the percentage of patients receiving the brief inter
vention significantly increased in one study [41], other 
studies demonstrated no change in reach [36, 38, 39], A 
retrospective study evaluating a new nationwide 

performance measure (supported by electronic decision 
support and financial incentives) demonstrated a signifi
cant increase in reach of the brief intervention. However, 
this study does not assess or describe implementation 
strategies used within each facility to promote the use of 
SBIRT [49]. 

The remaining studies on the reach of the brief inter
vention (n = 2) compared different implementation strat
egies between and among groups. In a randomized 
controlled trial, reach was higher in the intervention 
group than the control group, but it is not clear if this 
difference was statistically significant [44]. Adapting the 
intervention to allow for an electronic brief intervention 
did result in a significant increase in the percentage of 
patients who received a brief intervention overall [45]. 

Adoption Three studies measured the adoption of brief 
intervention by providers. More providers reported using 
the brief intervention after exposure to the implementa
tion strategies [47, 50], and providers who attended 
more training sessions were more likely to use the brief 
intervention than their peers who attended fewer train
ing sessions [48]. 

Referral to treatment 

Reach Of the four studies reporting outcomes related to 
the percentage of patients who received a referral to 
treatment, most measured reach (n = 3). There was not a 
notable change in referral to treatment for two studies 
[39, 44], but Sterling et al. [48] found that embedding a 
behavioral health care practitioner into primary care re
sulted in a significantly lower percentage of patients re
ceiving a referral to treatment than patients receiving 
usual care. 

Adoption In one study of provider adoption of referral 
to treatment, Salvalaggio et al. [47] noted a significant 
increase over time in the overall percentage of physicians 
reporting that they refer patients to treatment. This out
come, however, was not significantly different between 
the intervention and control groups. 

Brief intervention/referral to treatment 

Adoption Mertens et al. (46] measured the outcome, 
brief intervention/referral to treatment, based on docu
mentation of either a brief intervention or a referral to 
treatment. Evidence suggests that physicians may be 
more likely to provide a brief intervention/referral to 
treatment than non-physician providers, but the physi
cians in this study were also less likely to screen patients 
than non-physician providers [46]. 
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Adoption Two studies did not differentiate screening, 
brief intervention, and referral to treatment as three sep
arate interventions, but instead asked providers about 
their use of SBIRT overall before and after exposure to 
implementation strategies. In both studies, providers re
ported an increase in the use of SBIRT [50, 51], although 
the reported use of SBIRT 12 months after the interven
tion was not as high as the reported use of SBIRT 3 
months after the intervention [51]. 

Discussion 
SUD are common and detrimental to individuals and so
ciety as a whole. SBIRT, an approach to the prevention 
and treatment of unhealthy substance use, is not consist
ently implemented in healthcare settings. Different im
plementation strategies may be used to increase the 
delivery of SBIRT to patients or the use of SBIRT by 
providers, but there had not been a recent review of the 
evidence from multiple healthcare settings. This scoping 
review included 18 articles and was guided by the re
search question, "What implementation strategies are 
used to increase the reach and adoption of SBIRT when 
implementing SBIRT in healthcare settings, and what 
are the associated outcomes related to reach and 
adoption?" 

The majority of the studies were conducted in the 
United States and focused on screening and providing a 
brief intervention for alcohol use in the emergency de
partment and primary care settings. These study charac
teristics align with the recommendations for practice 
from the American College of Surgeons Committee on 
Trauma [52] and the U.S. Preventive Services Task Force 
[53]. There is a gap, however, in the existing literature 
about the implementation of SBIRT in acute care set
tings. When compared to the general population, pa
tients admitted to the hospital have higher rates of SUD 
[1, 54]. McQueen and colleagues [55] contend that when 
a brief intervention for heavy alcohol is used in hospital
ized patients, this intervention is associated with a re
duction in alcohol consumption and death rates. 
Additionally, The Joint Commission quality measures 
for hospitalized adult patients support and recommend 
screening and providing a brief intervention for un
healthy alcohol use [56]. 

While most of the studies did not state a theory used 
to guide the study, each study described a multi-modal 
approach with the use of various strategies to support 
implementation. Numerous studies included strategies 
to train stakeholders and develop stakeholder interrela
tionships, but less attention has been given to adapting 
and tailoring SBIRT. There are core components of 
SBIRT that must remain the same to maintain fidelity to 

the intervention, but the peripheral components of 
SBIRT (e.g., who completes the screening, how the brief 
intervention is provided) can be adapted to fit the 
organizational context. Bendsten et al. [45] found that 
allowing providers to select between an electronic brief 
intervention or a face-to-face brief intervention was as
sociated with an increase in the percentage of patients 
who received a brief intervention. SBIRT is a multi-step 
intervention that involves multiple professions and 
teamwork. More research about adapting the interven
tion or implementation process may be beneficial to in
crease the reach and adoption of SBIRT. Of note, only a 
few studies engaged patients or other consumers in the 
implementation process. Providers and patients report 
discomfort discussing substance use as a barrier to the 
implementation of SBIRT [57], but 95% of hospitalized 
patients reported that they would feel comfortable if a 
nurse discussed alcohol use with them [58]. There is a 
potential to enhance implementation by further 
researching adaptation of SBIRT and patient and con
sumer engagement. 

When evaluating outcomes associated with the imple
mentation of SBIRT, most of the studies evaluated 
organizational or group-level outcomes and did not 
evaluate provider-level outcomes. Nevertheless, the fac
tors influencing individual providers' decisions about the 
adoption of an intervention differ from the factors influ
encing organizational decisions [59]. Additionally, the 
use of SBIRT may increase initially and then decrease 
over time [42, 51], but there is a paucity of research on 
the sustainment of SBIRT. This review also revealed that 
the use of implementation strategies is generally associ
ated with increases in the reach and adoption of screen
ing, but evidence about the brief intervention is 
inconclusive, and evidence regarding the referral to 
treatment is scarce. 

Limitations 
There are several limitations of this scoping review. Only 
one reviewer screened all of the titles and abstracts, and 
therefore some studies may have been inaccurately ex
cluded from the study. The reviewers also extracted im
plementation strategies from each article and then 
selected categories for each strategy, but the categories 
selected by the reviewers may not reflect the actual 
intention of investigators in the original study. Further
more, the authors of each article may not have described 
every implementation strategy used to support the im
plementation of SBIRT, and those strategies that were 
described may not have included all pertinent details. As 
the method did not include an appraisal of the quality of 
evidence, the results of this scoping review indicate gaps 
in the evidence but does not draw conclusions regarding 
the effectiveness of different implementation strategies. 
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Conclusion 
In summary, this scoping review provides a summary of 
the strategies used in healthcare settings to support the 
reach and adoption of SBIRT. Most of the empirical evi
dence about the implementation of SBIRT in healthcare 
settings is from studies conducted in the United States 
in primary care and emergency department settings. 
Additional research in other healthcare settings (such as 
acute care) may identify strategies to support the imple
mentation of SBIRT in other contexts. Healthcare 
leaders and researchers often train and educate stake
holders and use strategies to develop stakeholder inter
relationships, but there is a lack of empirical evidence 
about adapting the intervention or engaging consumers. 
Because implementation is more effective when strat
egies address patient, professional, and organizational 
factors, leaders should consider using a comprehensive 
approach that does not limit the focus to providers. Fi
nally, researchers often measure the reach of screening 
and the brief intervention, with less focus on adoption of 
SBIRT by providers or reach and adoption of referral to 
treatment. Referral to treatment is a complex process, 
and strategies to implement screening and brief inter
vention within one healthcare interaction may differ 
from the strategies required to effectively refer a patient 
to treatment. 
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More than ever, it is key to connect patients with opioid use disorder (OUD) to treatment as 

early as possible. Primary care offices can be among the most promising places to make this 
connection because they typically see patients over long periods of time. And a model for 

confronting substance use disorder, including OUD, that was pioneered by the National 
Academy of Medicine can help. This approach, which has been around for decades, has a 

long name-screening, brief intervention, and referral to treatment-that is usually shortened 

to SBIRT. 

SBIRT is used in health care settings to screen patients for substance misuse. Based on an 

initial assessment, providers can start an intervention, provide treatment, or refer patients to 
specialty care. Although most research on the use of SBIRT is for alcohol misuse, a growing 

number of studies indicate that the approach may be effective in reducing misuse of other 

substances as well. 

One reason for that is so many Americans routinely visit their doctors. Just more than three

quarters of U.S. adults surveyed in 2018 reported visiting or consulting a primary care 
physician at least once a year. And a three-year study that concluded in 2016 found the 

prevalence of OUD among primary care patients as high as 1.4%, higher than the prevalence 

of OUD among U.S. adults generally (0.8%) during the last year of the analysis. Still, these 
rates may not fully capture the amount of OUD because many physicians do not generally 

assess or document the illness. Broader use of SBIRT assessments could ensure that they do. 

Primary Care Providers Can Routinely Screen for Opioid Use Disorder 
To follow the SBIRT approach, clinicians can take the following steps and ask these sample questions 
during standard checkups and office visits. 

Step 1: Screening 

Clinician uses an evidence-based questionnaire to assess possible severity of patient substance use 
and identifies the appropriate level of intervention. 

"How many times in the past year have you used an illegal drug or prescription medication for nonmedica/ 
reasons?" 
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Source: The U.S. Department of Health and Human Services' Substance Abuse and Mental Health Services 
Administration 

Evidence of SBIRT's effectiveness 
Peer-reviewed research indicates that SBIRT may be effective in reducing drug misuse in a 
variety of medical and community settings. A 2017 study of 11 programs serving over 1 
million in total people found an 80% reduction in self-reported illicit substance use, including 
opioid use, following intervention. For example, Washington state's SBIRT program found 
that 84% of those who had been assessed using the process reported a reduction in days of 
drug use six months later. The program also saw an increase-from 55% to 71%-in the 
number of people reporting abstinence from illicit drugs in the past month. And in a 
randomized controlled trial in 2005 at an urban teaching hospital, researchers found that use 
of heroin and cocaine each declined by 29% following SBIRT interventions by peer 

educators. 

But some of these outcomes are based on self-reported data, and other studies suggest no 
difference in outcomes for some who received SBIRT. That means additional research is 
needed to fully assess how effective the intervention is in identifying, intervening, and 
facilitating treatment for people with OUD. 

Next steps 
Federal policymakers can support SBIRT implementation and evaluation through grant 
awards to states. These efforts should focus on evaluating outcomes broken down by setting 
and substance being misused. States interested in implementing SBIRT programs for OUD 
should monitor federal funding availability and the evolving research. 

Further, state Medicaid program administrators should opt to cover SBIRT so providers can 
get reimbursed for these services, which can be done by activating Medicaid SBIRT billing 
codes already authorized by the federal government and assigning reimbursement amounts. 
This process varies by state, but would encourage a more sustainable funding mechanism for 
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approach to help their patients. In this time of great need, such approaches can offer 

clinicians more opportunities to link people with OUD to lifesaving treatment. 

Beth Connolly is a director and Vanessa Baaklini is an associate for Pew's substance use prevention 

and treatment initiative. 
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Abstract 

Background 
Amid the ongoing U.S. opioid crisis, achieving safe and effective chronic pain management 
while reducing opioid-related morbidity and mortality is likely to require multi-level efforts 
across health systems, including the Military Health System (MHS), Department of Veterans 
Affairs (VA), and civilian sectors. 

Objective 

We conducted a series of qualitative panel discussions with national experts to identify core 
challenges and elicit recommendations toward improving the safety of opioid prescribing in 
the U.S. 

Design 

We Invited national experts to participate In qualitative panel discussions regarding chal
lenges In opioid risk mitigation and how best to support providers in delivery of safe and 
effective opioid prescribing across MHS, VA, and civilian health systems. 

Participants 
Eighteen experts representing primary care, emergency medicine, psychology, pharmacy, 
and public health/policy participated. 
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PLOSONE Expert panel recommendations for opioid risk mitigation 

training. Panelists pointed to need for provider training in application of clinical practice 
guidelines, use of existing information resources (e.g., PDMPs, CDS) and risk management 
practkes (e.g., urine drug screens, opioid tapering), and effective communication with patients 
(e.g., realistic goal-setting, shared decision-making). 

[ G] ive the providers that are [ asking for help I some education and tools in how to address 
this type of patients in the future. [Civilian Clinician] 

Implement new measures with appropriate training and support to achieve uptake and 
sustainment. Panelists also noted the importance of ensuring new tools (e.g., CDS), guide
lines, and other resources (e.g .. screening or referral technologies) are introduced alongside 
appropriate training and other implementation strategies, such as backing from leadership, 
clinical champions, and/or continuing education and feedback, in order to ensure uptake and 
sustainment. 

[S]ome healthcare leader in that institution needs to be involved in this. This will need con
sistent reinforcement, otherwise you're going to get folks who do this great for about a 
month or two, and then they're like, "Ahh it's too much work, I'm done," and then they 
never see it again. So you have to have that sustainment ... that continued implementation 
tail. [Military Clinician] 

Educate and engage patients in safe and effective chronic pain management. Panelists 
offered a vision for supporting patients to achieve reduced pain intensity and improved func
tioning and quality oflife. They cited the need for resources to help patients set and achieve 
realistic goals for pain management. 

I think we need to really set those expectations up and help [patients] understand their 
options. And then figure out, work with them to help them understand what is acceptable 
for them kinda going forward. [VA Researcher and Policymaker] 

Discussion 
We conducted qualitative discussions with a panel of national experts to identify key chal
lenges and recommendations in reducing risks associated with prescribed opioids. Panelists 
provided insight into challenges across multiple levels of the U.S. health system, including: the 
technical complexity of treating chronic pain; the fraught national climate around opioids; the 
need to integrate surveillance data across a fragmented health system; a lack of access to non• 
pharmacological options for chronic pain care; and thci dift1cultil!S inherent in asking providers 
and patients to negotiate treatment for a complex condition in brief clinical encounters, often 
without adelJUale knowledge on either side of the risks, benefits aml/or availability of chronic 
pain care options. Panelists' discussion of core challenges for providers underscore findings of 
other recent studies, in which providers described navigating a "tightrope" between the push 
to avoid opioid prescriptions for chronic pain and pressure from patients to prescribe [lQ,2-1-
2&). A study of patient satisfaction scores by Sites et al. [,22.] found that, among patients with 
musculoskeletnl pain, those receiving opioid medications were more likely to report being 
highly satisfied with their care. Patients with chronic pain, meanwhile, may report feeling reli
ant on opioids even when expressing ambivalence regarding their benefit [l&22]. Given this, 
prescribers' sense of walking a tightrope becomes understandable, particularly given the tense 
national climate described by participating experts. 
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ln the course of these cxperl discussions, panelists collaboratively imagined a healthcare 
delivery system tl\l\t would ensure access to behavioral health and other non-pharmacological 
therapies for chronic pain, achieve interconnectivity and care coordination within and across 
health systems, utili;,,c thoughtful CDS and tools to support providers in real-time assessment 
oflikdy treatment risks and benefits, and provide education and training for both providers 
and patients. They recommended that clinical teams would also facilitate patients' access to 
consultation and treatment for substance use disorders [J.[J, while permitting opioid use as 
part of safe and appropriate pain management for those most likely to benefit. Establishment 
of the new Defense Health Agency may enhance opportunities to improve collaboration across 
the MHS, civilian sector, and VA. 

These findings point to challenges and opportunities at multiple levels, beginning with pro
viders and patients themselves. Repeated studies have shown deficits in patient-provider com
munication around opioid prescribing for acute and chronic pain [ll-33), consistent "'ith 
those described by panel members. These deficits persist despite availability of a variety of 
resources to educate providers lo engage in "healthy dialogue" with patients around appropri
ate use of opioids 111). Earticipaling experts also highlighted continued need to identify and 
disseminate evidence-based practices for comprehensive pain management, to include best> 
practices for opioid prescribing and screenin and referral for substance use disorders, as 
..t!__ ougl:1 t ere 1s growing consensus regarding recommendations for chronic win 
care ~]. opioid risk mitigation strategies remain complex. Providers require ongoing training 
and support to implement recommendations. Practical tools for decision support in busy clini
cal settings[lQ,12.] are required, but must be feasible for health care providers to use routinely 
amid juggling a continuum of other health issues. 

At the broader system level, panelists acknowledged that access to both nonphannacologic 
pain care and substance use disorder treatment remains constrained in many-and particularly 
rural-areas. There are well-recognized disparities in the availability of specialty providers and 
evidence-based treatment options across the country [36-40]. In addition, many healthcare 
insurance plans limit coverage for nonpharmacologic chronic pain treatment options, despite 
efforts to increase parity in coverage of mental health and substance use care under the Afford
able Care Act [11-ilJ. Healthcare coverage plans may also be inconsistent with CDC and 
other guidelines for pain care, which explicitly recommend multimodal pain care and integra
tion of CBT. Although one survey of state Medicaid agencies found that most reported provid
ing at least some coverage for non-opioid pain treatment [.111, a cross-sectional study of 45 
plans representing Medicaid, commercial, and Medicare Advantage insurers found that few 
covered acupuncture or psychological interventions like CBT for chronic non-cancer pain 
[1.2]. Evidence from the VA suggests, however, that patients are receptive to nonphat-macolo
gic pain management when those options are made available 1111, Thus efforts to ensure 
healthcare coverage aligns with guidelines for effective pain care are likely to remain an impor
umt area for future work. Creative solutions must also be identified to addres..~ geographic 
impediments to comprehensive pain management. 

The method of qualitative panel discussions used here has a number of strengths, which 
include rellecling expert knowledge and incorporating diverse national, cross-system, and 
multidisciplinary perspectives [;!!iJ, Given constraints on expert panelists' time, we did not 
adopt a formali1.ed proce$s of developing consensus (e.g., Delphi method}: as a result, weight
ing recommendations in terms of their perceived importance or feasibility awaits further 
investigation. Our semi-structured discussion approach, however, allowed for more in-depth 
exploration of topics than is often possible with consensus-focused methods l:1Z]. Additional 
limitations included modest sample size and incomplete representation across diverse medical 
specialties and health systems. 
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Epidemiological and geospatial 
profile of the prescription opioid 
crisis in Ohio, United States 
Andres Hernandez1•2, Adam J. Branscum3, Jingjing Li4, Neil J. MacKinnonS, Ana L. Hincapie5 & 
Diego F. Cuadros1•2* 

The underlying reasons behind the unprecedented increase of the mortality rates due to the opioid 
epidemics in the United States are still not fully uncovered. Most efforts have been focused on 
targeting opioids, but there is little information about vulnerable populations at high risk of opioid 
abuse and death. In this study, we used data from the Ohio Department of Health for deaths caused by 
prescription opioids from 2010-2017 to analyze the spatiotemporal dynamics of the opioid overdose 
epidemic. Our results showed a rapid increase in prescription opioid death rates among the white 
male population aged 30-39 but also a considerable increase among the black male population with 
an exponential growth trend. Our geospatial analysis suggests that the increasing rates of the opioid 
overdose epidemic in Ohio were driven by the epidemic hotspot areas. Our findings highlight the 
relevance of prioritizing public health measures targeting specific locations and vulnerable populations 
to mitigate the current opioids crisis. 

The United States (US) is currently experiencing an opioid overdose crisis with an unprecedented magnitude. 
Adjusted for age, the opioid-related death rate of21.7 deaths per 100,000 people in 2017, and 20.7in 2018 were 
the highest worldwide1• According to the Centers for Disease Control and Prevention (CDC), 67,367 deaths by 
drug overdose occurred in the US during 2018, and 351,564 deaths were related to opioids resulting in 0.36 years 
oflife expectancy lost in 20161

•
2

. The major cause of death among people under 50 years old in the US in 2017 
was drug overdose, exceeding the rates of death caused by motor vehicle and firearms3. Opioids have become a 
widespread cause of accidental fatal overdose, which historically were attributed to heroin and prescription opi
oid pain relievers. Recent reports show that overdoses caused by synthetic opioids (e.g., fentanyl and analogues) 
are emerging as a national public health emergency, as declared by the US Department of Health and Human 
Services in 20184. 

National data on opioid overdose mortality rates show that the epidemic is not homogenously distributed 
within the US. Twenty states and the District of Columbia have reported age-adjusted drug mortality rates that 
are statistically higher than the national rate. Among these, West Virginia (51.5 deaths per 100,000 inhabitants), 
Delaware (43.8), Maryland (37.2), Pennsylvania (36.1.3), Ohio (35.9), and New Hampshire (35.8) had the highest 
age-adjusted drug overdose rates in 20181. Moreover, Ohio is one of eight states with a doubling of the opioid 
mortality rate every three years from 1999 to 2016, and recently has experienced an unprecedented number of 
deaths caused by unintentional drug overdose, especially deaths caused by synthetic opioids2•5. Specifically, there 
was a 169% increase from 1,544 deaths in 2010 to 4,157 deaths in 2017, and approximately 13,000 overdose events 
reversed by the use of naloxone. 

Several reasons are attributed to the geographical disparity of the opioid overdose mortality6-8. Among the 
potential factors of the uneven distribution, special attention has been devoted to the association between the 
opioid overdose mortality and drug prescription rates, and the availability of medications to reverse overdose 
events (naloxone)8. This approach can be linked to the intervention measures implemented in these high opioid 
overdose burden areas to tackle the epidemic, which are focused on controlling prescription while increasing 
the availability of resources to treat the adverse effects of the overdose events9• Additionally, other studies also 

1Department of Geography and Geographic Information Science, University of Cincinnati, Cincinnati, USA. 2Health 
Geography and Disease Modeling Laboratory, University of Cincinnati, Cincinnati, USA. 3Department of Biostatistics, 
College of Public Health and Human Sciences, Oregon State University, Corvallis, USA. 4Urban Health Collaborative, 
Dornsife School of Public Health, Drexel University, Philadelphia, Pennsylvania, USA. 5James L. Winkle College of 
Pharmacy, University of Cincinnati, Cincinnati, Ohio, USA. *email: diego.cuadros@uc.edu 
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propose socioeconomic characteristics associated with the high-risk opioid overdose areas10
. Health accessibility 

(primary care and mental health accessibility), unemployment rate, urbanicity, and availability of prescription 
vs. non-prescription opioids seem to be associated with high rates of opioid overdose mortality7

•
8

• However, the 
reasons behind the uneven spatial distribution of the opioid epidemic in the US are still not well understood. 
Although the link between the number of opioid prescriptions and opioid overdose deaths has been observed, 
explanations about the rapid rise in the epidemic in specific areas remain incomplete, especially in areas where 
the number of opioid prescriptions is low and the determinants (i.e., drivers) of the epidemic have not been 
completely established 11

. Moreover, the epidemiological characteristics of the opioid public health crisis remain 
understudied and there is a lack of substantial spatial analysis for allowing health authorities to make decisions 
for resource allocation at small scales.· 

While most efforts have been focused on targeting opioids, there is little information about vulnerable popu
lations at high risk of opioid abuse and death, where and what demographical groups are at higher risk, and what 
are the drivers boosting the epidemic of opioid overdose deaths in the recent years 12

• 

In this context, geospatial statistical and epidemiological models are important tools for identifying the spa
tial and temporal dynamics of the epidemic13

. Understanding the critical spatiotemporal characteristics of the 
opioid overdose crisis will provide valuable information to identify the potential socio-economic drivers of the 
epidemic as well as geographic areas where vulnerable populations are located, and where interventions should 
be implemented. 

In this study, we used data from the Ohio Department of Health for deaths caused by prescription opioids 
from 2010-2017 to analyze the spatiotemporal dynamics of the opioid overdose epidemic in Ohio. The objec
tive of the present paper is threefold, namely, to identify (i) the demographic groups in Ohio at higher risk of 
prescription opioid overdose death, (ii) the geographic areas in Ohio where the burden of overdose mortality is 
concentrated, and (iii) the temporal trend of the opioid epidemic in Ohio. The results from this study will inform 
public health authorities and clinical practitioners about which locations and groups should be prioritized for 
surveillance to improve public health response addressed to mitigate the current opioids crisis, not only in Ohio 
but also inform other parts of the country experiencing emerging epidemics, and even other countries of the 
world where opioid epidemics seems to be emerging. 

Results 
General profile of the opioid overdose epidemic. Deaths by unintentional prescription opioids over
dose in Ohio for 2010-2017 resulted in 11.790 cases (white population: 10,712 - black population: 1,078). Deaths 
have increased continuously from 653 in 2010 to 3,674in 2017, with an exponential growth trend. Prescription 
opioid overdose mortality rates increased from 9.98 to 57.31 per 100,000 inhabitants from 2010 to 2017 (Table 1). 
The highest prescription opioid overdose mortality rates were found in the white male population aged 30-34, 
with 131.45 cases per 100,000 inhabitants, followed by males aged 35-39 with 120.48 cases per 100,000 inhab
itants, compared to the 57.31 cases per 100,000 inhabitants for the total population in 2017 (Table 1). Figure 1 
illustrates the temporal growth trends for race and gender categories and shows that black males were experienc
ing the fastest estimated annual increase ( 46. 73%) of the opioid overdose mortality rate, compared to the total 
population rate (31.65%) during the period of study. For this specific race group, the highest rate was found in 
black males aged 35-39, with 109.55 cases per 100,000 inhabitants in 2017. 

Spatial clustering analysis of the opioid overdose epidemic. We identified 12 geographical clusters 
(hotspots) of prescription opioid overdose mortality cases where most of the burden of the epidemic in Ohio 
was concentrated during 2010-2017 (Table 2). These 12 hotspots encompassed 21 % of the population at risk 
(1,363,811) and contained 4,769 (40%) total deaths by prescription opioids overdose from 2010 to 2017. In 2017, 
mortality rates by prescription opioid overdose were almost three times higher within the hotspots compared 
with the outside areas, with 116.00 cases per 100,000 inhabitants within the hotspot areas and 40.49 cases per 
100,000 inhabitants outside of the hotspots. The geographical locations of the identified hotspots are presented in 
Fig. 2. Most hotspots (Clusters 1, 2, 4, 6, 7, 9, 11, and 12) were located around the three major southwestern cities 
of Ohio (Dayton, Cincinnati, and Columbus). Three additional hotspots (Clusters 3, 5, and 8) were identified in 
the cities of Cleveland, Akron, and Youngstown, and one small hotspot (Cluster 10) was identified in the city of 
Toledo on the northern border with Michigan. 

Space and space-time relative risk estimation. The spatial distribution of the relative risk (RR) of death 
by prescription opioid overdose is presented in Fig. 2A. RR ranged from Oto 8.16, and was classified as lowest 
risk areas (RR< 0.50), low risk (RR: 0.50-0.80), intermediate risk (RR: 0.80-1.20), high risk (RR: 1.20-2.00), and 
highest risk (RR> 2.00). In 2017, the RR within the hotspot areas was significantly higher (average RR= 2.42, 
95% confidence interval [CI] 2.15-2.68) compared to the non-hotspot areas (RR=0.80, 95% CI: 0.77-0.84). 
Additionally, the RR was significantly higher than 1 in most of the hotspots except for Cluster 6 (RR= 2.45, 95% 
CI: 0.63-4.26), Cluster 11 (RR= 2.20, 95% CI: 0.77-5.28), and Cluster 12 (RR= 1.28, 95% CI: 0.76-1.81). The 
highest RR values were in Cluster 1 (RR= 3.61, 95% CI: 2.33-4.89) around the city of Dayton, followed by Cluster 
3 (RR= 2.94, 95% CI: 1.83-4.05) in Cleveland, and Cluster 4 located in the Cincinnati area (RR 2.61, 95% CI: 
1.90-3.31). • 

Temporal analysis of the RR of death caused by prescription opioid overdose identified a significant increase 
over time within the hotspot areas (RR change from 2010 to 2017: +10.17%, 95% CI: +4.82-+15.51 %) (Fig. 2B). 
Conversely, RR in the non-hotspots areas was significantly decreasing (RR Change: -3.20%, 95% CI: -4.10-
-2.31 %). The highest RR increase was observed in Cluster 1, with an RR increase of 48.94% (95% CI: 25.72-
72.16%). The only hotspot for which RR had a significant reduction was Cluster 6 located within the area of 
Columbus, Ohio (RR Change: -16.99%, 95% CI: -33.85--0.12%). 
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Black Female 20-24 1.67 0.00 1.52 0.00 1.46 4.45 7.62 20.36 

Black Female 25-29 0.00 1.90 3.76 5.49 1.74 3.29 12.48 10.37 

Black Female 30-34 6.07 3.97 0.00 1.92 5.76 7.67 17.00 37.05 

Black Female 35-39 2.05 6.37 2.17 0.00 12.78 8.27 18.16 39.21 

Black Female 40-44 8.37 4.12 2.03 2.02 4.08 10.45 15.14 19.78 

Black Female 45-49 1.92 1.98 6.17 6.36 10.81 12.94 19.00 22.87 

Black Female 50-54 14.83 5.56 14.98 13.33 9.69 9.94 12.31 29.62 

Black Female 55-59 8.85 10.75 8.34 6.06 7.93 17.58 25.36 29.47 

Black Female 60-64 5.63 5.26 7.70 5.04 12.22 7.12 27.62 17.78 

Black Female All 5.39 4.22 5.06 4.36 6.91 8,79 16.62 24.73 

Black Male 20-24 0.00 3.32 4.68 1.48 4.36 10.19 14.74 22.55 

Black Male 25-29 2.14 4.24 4.16 7.95 7.48 19.33 47.73 52.61 

Black Male 30-34 4.53 4.46 6.61 4.33 17.35 34.48 57.13 70.00 

Black Male 35-39 6.83 2.36 4.82 0.00 16.48 29.80 40.25 109.55 

Black Male 40-44 2.30 4.53 2.25 4.49 13.62 18.68 31.28 100.25 

Black Male 45-49 4.32 4.45 9.14 11.69 2.39 18.86 34.79 48.04 

Black Male 50-54 8.41 14.67 10.57 8.58 17.45 11.17 25.13 93.78 

Black Male 55-59 5.12 17.45 9.64 18.71 22.90 31.54 51.59 74.59 

Black Male 60-64 0.00 0.00 12.59 21.44 17.77 39.91 55.29 106.70 

Black Male All 3.78 6.21 6.87 7.96 12.62 22.58 38.62 70.91 

Black All All 4.63 5.16 5.92 6.07 9.63 15.37 27.14 46.83 

White Female 20-24 4.31 2.62 2.60 2.60 9.18 14.36 21.78 25.91 

White Female 25-29 6.65 7.38 7.79 7.76 13.19 23.30 36.12 43.88 

White Female 30-34 7.21 8.17 12.35 11.57 12.99 22.20 44.24 71.31 

White Female 35-39 9.33 8.32 8.14 9.27 16.59 27.33 44.46 51.41 

White Female 40-44 11.02 10.72 10.25 10.14 16.88 25.91 27.11 50.52 

White Female 45-49 13.20 15.98 16.55 12.25 15.79 23.43 32.14 42.38 

White Female 50-54 8.59 11.72 10.06 14.32 15.42 23.18 27.91 33.73 

White Female 55-59 6.01 6.48 8.01 10.06 9.45 15.14 21.93 29.15 

White Female 60-64 2.63 1.87 2.52 2.81 11.08 6.33 10.09 11.34 

White Female All 7.79 8.32 8.77 9.10 13.30 19.81 28.90 38.84 

White Male 20-24 10.12 9.02 6.69 7.63 15.07 24.71 47.15 49.84 

White Male 25-29 13.61 15.04 11.89 14.47 26.29 45.18 80.33 95.13 

White Male 30-34 21.61 16.67 17.61 17.16 35.44 64.09 97.89 131.45 

White Male 35-39 16.01 14.58 20.10 14.16 38.42 54.72 97.81 120.48 

White Male 40-44 16.47 11.42 17.73 17.49 26.92 49.14 77.72 107.20 

White Male 45-49 16.31 18.94 14.14 15.82 19.47 34.63 54.79 77.64 

White Male 50-54 15.27 16.66 12.84 17.57 22.41 26.19 47.70 70.33 

White Male 55-59 9.22 8.18 6.89 8.48 18.83 24.80 42.14 54.04 

White Male 60-64 5.57 1.66 4.01 3.97 6.84 8.62 16.00 25.57 

White Male All 13.80 12.52 12.25 12.94 22,86 35.91 60.87 79,43 

White All All 10.77 10.40 10.49 11.00 18.05 27.81 44.80 59.04 

All All All 9,98 9.72 9.89 10.34 16.90 26.10 42.33 57.31 

Table 1. Descriptive demography of proportion (%) for deaths by prescription opioid overdose deaths in Ohio 
(2010-2017). 

Temporal trend analysis. Temporal trend analysis identified three significant changing trends of the opi
oids overdose epidemic in Ohio. Figure 3 shows the cumulative percentage difference between the observed 
growth rate of death rates by prescription opioid overdose and the expected counterfactual in the significant 
trimesters (dashed, black lines). The first trend was identified in January 2011 with a decreasing effect in the 
trajectory of the epidemic (p < 0.005). Conversely, two trends with an increasing effect in the mortality rate 
were identified in July 2013 and October 2015 (p < 0.005). The increasing trend identified in July 2013 had the 
highest impact in the temporal dynamics of the epidemic, with an estimated difference between the observed 
and expected changes in the mortality rate of +21.00% (95% CI: +6.10-+37.00%). This result indicates that 
in absence of any disturbance, we would have an expected decrease of the mortality rate of -3.00% (95% CI: 
-19.00-+ 12.00%) for each month, but in contrast we observed a monthly average increase of+ 18.00% starting 
in this time point (July 2013). Similarly, effects for the second trending increase in 2015 corresponded to a dif
ference between observed and expected mortality rate change of+ 13.00% (95% CI: -3.00-+30.00%). Detailed 
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Figure 1. (A) Descriptive demographics and annual rate change (ARC) of prescription opioids overdose 
mortality rates by major demographic groups in Ohio (2010-2017). (B) Case counts by age groups for white 
population. ( C) Case counts by age groups for black population. 

results of temporal trending causal effect estimation can be found in Supplementary Table 1, and spatio-temporal 
dynamics of the opioid overdose cases are illustrated in Supplementary Video 1 in Supplementary Materials. 

Discussion 
We combined a novel spatial epidemiology approach with data for prescription opioid overdose deaths from 
2010-2017 from Ohio and determined that the opioid overdose epidemic is concentrated in specific locations 
and severely affecting specific demographic groups. We found that the burden of deaths related to prescription 
opioid abuse was concentrated mostly in the white male population aged 30-39, followed by black males aged 
35-44, especially in Southwestern Ohio, with a remarkable exponential increasing trend. Sociodemographic risk 
factors have been related to substance abuse disorders by several studies conducted previously14

• These studies 
found that age, gender, race, and economic factors have a significant impact in the risk of substance abuse dis
orders15 . Moreover, the opioid use disorder (OUD) epidemic currently experienced in Ohio can be the result of 
a long complex series of epidemics related to substance abuse that have been reported in the U.S. since the early 
20th century. These epidemics have several interconnected elements at individual and interpersonal level, as well 
as with the relationship between individuals, families and their communities 14

• 

Opioid overdose deaths are often the result of a previous history of substance abuse, which often starts 
between the ages of 18 to 25 years 16. Adolescents with a family history of substance abuse are 10-fold more likely 
to suffer drug abuse disorders in the future than other individuals 14. Individuals aged 25-44 years may start using 
opioids for medical or recreational purposes, and then shift to more cost-effective substances like fentanyl 17

• Such 
early onset of substance addiction is consistent with our results, which show that the young adult population 
(25-39 years) was experiencing the highest burden of opioid overdose deaths, possibly in the last stage of an 
OUD history. Also, consumption of synthetic opioids such as fentanyl and analogs, which are the current leading 
substances associated with overdose deaths, is more frequent in white non-Hispanic males. 

Our results suggest notable disparity among gender and racial groups. This could be due to the opioid over
dose epidemic following a temporal trend that is comprised of three waves14•

16
. Briefly, the first wave of the opioid 

overdose epidemic, from 1970 to 1999, was driven by heroin overdoses, which showed a larger burden centered 
in the black population. The second wave, from 1999 to 2010, was mainly caused by prescription opioids often 
used for pain management therapy, which produced a steeper increase in death rates among the white popula
tion. This increase was driven in part l?y broader access to healthcare, marketing campaigns, and socio-economic 
determinants, as well as the marketing of opioid products to medical doctors, which was found to be associated 
with increased opioid prescribing and, subsequently, with elevated mortality from overdoses18•

19
. Finally, the third 

wave, which includes the current study time period (2010 to 2017), is mainly attributed to the combination of 
prescription opioids and the introduction of synthetic opioids16

•
18

. Nationwide, this last wave has shown a similar 
increase in both racial groups (white and black) 18. 

Our results showed a rapid increase in prescription opioid death rates among the white male popula
tion but also a larger increase among the black male population. However, the underlying causes of these 
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12.64 188,097 771 353 187.66 3.61 [2.33-4.89] +48.94 [+25.72-+72.16) 

2 17.09 152,828 647 211 138.06 2.20 I I.76-2.64) +9.63 [-10.69-+30.22) 

3 9.20 165,470 607 216 130.54 2.94 [1.83-4.05) +20.58 [-0.98-+42.16) 

4 8.92 181,154 598 194 107.09 2.61 [1.90-3.31) +7.87 [-2.55-+18.30) 

5 8.87 127,772 437 105 82.18 2.58 [1.90-3.26] +17.88 [+4.55-+31.20] 

6 7.14 112,734 386 121 107.33 2.45 [0.63-4.26] -16.99 [-33.85--0.12) 

7 15.66 69,965 254 82 117.20 1.78 [1.20-2.36] +I.77 [-9.77-+13.31] 

8 13.93 125,693 381 128 101.84 1.78 [1.37-2.18) +us [-7.76-+10.121 

9 24.34 49,170 173 46 93.55 2.41 [1.51-3.31) -2.10 [-12.66-+8.47] 

10 6.44 120,373 315 78 64.80 1.71 [1.26-2.17] -9.07 [-19.49-+1.36] 

II 10.96 8,672 37 7 80.72 3.04 [0.77-5.28] -l.65 [-15.58-+12.28] 

12 25.83 61,884 163 41 66.25 1.28 [0.76-1.81] -2.84 [-25.20-19.53] 

TOTAL HS 161.01 1,363,811 4,769 1,582 116.00 2.42 [2.15-2.68] +10.17 [+4.82-+15.51) 

TOTALNHS 5,166,333 7,021 2,092 40.49 0.80 [0.77-0.84] -3.20 [-4.10--2.31) 

TOTAL 6,530,144 11,790 3,674 56.26 1.01 [0.95-1.06] -1.51 [-2.57--0.45] 

Table 2. Identified clusters of deaths by prescription opioid overdose for Ohio 2010-2017, and aggregations by 
hotspots (HS) and Non-Hotspots (NHS) areas. Confidence Intervals (CI) at 95% are included for averaged 
relative risks (RR) and RR temporal~hange of mor~ity rate of~rescription opioid overdose. •RR temporal 

change 2010-2017 was defined as: ( RR "'" ""''"" 2017 
- RR fi""'"''"" 2010 *· 

RR first semester 2010 

epidemiological trends differ among these demographic groups 14•18. Misuse of synthetic opioids differs by gen
der and race. Moreover, previous analysis of healthcare accessibility among major racial groups suggests that 
black males are less likely to get appropriate treatment and effective medication for OUD. Black males were also 
reported to have a higher rate of overdose deaths caused by cocaine compared to other demographic groups14•18. 

However, this trend is rapidly changing, due in part by the current state of the opioid epidemic in which the price 
of synthetic opioids is decreasing while demand is increasing16. The access to addiction treatment and medica
tions to reverse the effects of opioids addiction (naloxone) could also contribute to the racial disparity in the 
temporal trends of the opioid epidemic20. 

We found a rapid and large increase in the rate of prescription opioids overdose death in the male population. 
Although, gender disparities for the OUD epidemics have shown that females are more likely to get prescription 
opioids than men 14, the high amount of overdose deaths caused by synthetic drug overdoses since 2013 tends 
to obscure death rates caused by other types of opioids. The countermeasures to limit the effects of the opioid 
epidemic focusing on limiting prescriptions have resulted in declining overdose deaths by prescription opioids 
mainly in the female population 16

. Finally, females were found to be more likely to obtain a naloxone prescription 
than males21

. 

Our geospatial analysis suggests that the increasing rates of the opioid overdose epidemic in Ohio were driven 
by the epidemic hotspot areas. The results highlight the need for identifying areas with high and low risks when 
analyzing the overall epidemiological trends of the opioid crisis22 . In fact, intrinsic spatial dynamics of epidemics 
identified in previous studies suggest that an overall decreasing trend in the epidemic at large geographical scales 
could mask local disparities with sustained or increasing burden of the epidemic in hotspot areas22•23. For exam
ple, whereas the RR slightly declined in the areas outside of the clusters identified, the highest RR was found in 
Cluster 1 (RR= 3.61), which was also the cluster with the highest temporal increase between 2010 and 2017 (RR 
increase: 48.94%). This area includes the city of Dayton, the city with the highest death rate due to drug overdose 
in the U.S. for 201724•25. Moreover, reasons for the spatial concentration of opioid overdoses in the southwestern 
counties could be partially explained by the high amount of opioids seizures recorded in Ohio, Kentucky and 
Indiana, which suggest that state borders may be areas where opioid consumption for non-medical purposes 
(especially illegally manufactured fentanyl) is common26. Geographic differences in the opioid demand are also 
linked to the historic substance abuse burden, exacerbated by areas where job and educational opportunities have 
been traditionally more difficult to access 10. 

The opioid overdose epidemic may continue to increase over time. Therefore, identifying social determinants 
is critical to mitigate the current growing phase of the epidemic27. Our temporal analysis identified two peri
ods with significant increasing trends in death rates by prescription opioid overdose. Among these periods, the 
steepest increase in death rates was found in July 2013. An additional discrimination analysis by drug involved 
in the overdose showed that death rates due to opioids excluding fentanyl had a decreasing trend until mid-
201328

• From this time point, fentanyl-related overdoses started increasing mortality rates until 2017. Moreover, 
we identified an increasing trend in mortality rate over time, growing from 10.34 cases per 100,000 inhabitants 
in 2013 to 16.90in 2014. The second significant increase trend in opioid related mortality rate was found during 
July 2015, potentially associated with the introduction of carfentanyl, which is an ultra-potent fentanyl analog 
known to be approved only for veterinary use29

•
30

, The highest increase in mortality rates took place during this 
period, from 26.10 cases per 100,000 inhabitants in 2015 to 42.33 in 2016. These temporal dynamics of the opioid 
overdose epidemic are consistent with the time frame when the federal government classified opioid painkillers 
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Figure 2. (A) Spatial distribution of relative risk for death by prescription opioids overdose in Ohio 
(2010-2017) with identified clusters of opioids overdoses. (B) Change of the relative risk (First semester 2010 
compared to Last semester 2017) with identified clusters of opioids overdoses. Maps were created using ArcGIS 
by Esri version 10.5 (http:/ /www.esri.com)38, and basemaps were obtained from ESRI and National Geographic 
available at ArcGIS Online basemaps39
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Figure 3. Ohio prescription opioid overdose death rates (cases per 100,000 inhabitants) aggregated by trimester 
(from January 2010 to October 2017). Percentual causal effect estimation for trimesters with significant changes 
(p-value < 0.005) over a period of24 months are included in the black trends. P-values for the simulated 
turning points from October 2010 to October 2016 are described in the blue area (scaled to the right axis). 

from Schedule 3 to Schedule 2 in 2014, limiting its access to both prescribers and patients. The abuse of opioids 
painkillers plateaued after this period, but this change also might have boosted heroin and fentanyl overdoses that 
increased significantly due to a rebound effect31 . These results suggest that the opioid crisis is a complex epidemic, 
potentially caused by excessive prescription of pain reliever medications, but also driven by the recent inclusion 
of synthetic opioids for recreational use, especially involving fentanyl and analogs. 

This research study has some limitations. Data from the Ohio Department of Health do not distinguish 
between prescription opioids for medical use and abuse by illicit manufactured synthetic opioids. Several reports 
suggest that many drug abusers are not aware that cocaine and heroin are being contaminated with fentanyl16, 
and deaths by overdose after consuming multiple drugs at the same time may be classified as opioid overdose. 
Additionally, we limited our causal trend analysis to data from January 2011 to December 2016. Some reports 
have indicated a decrease in deaths by opioid overdose in Ohio during the last semester of 2017 and early 2018, 
thought to be caused by decreased availability of carfentanyl in the illegal market and the wider availability of 
naloxone in Ohio and nationwide21

•24. However, data for opioid overdose mortality data for 2018 are still not 
available, and there are no official reports for deaths in Ohio by drug overdose for 2018 currently available. 
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Despite these limitations, our study explored the epidemiological and spatiotemporal dynamics of the opioid 
overdose epidemic in Ohio from 2010 to 2017. We identified specific geographic areas in Ohio where the epi
demic was concentrated during this time period. The methodology used and the findings derived from them are 
offundamental importance, particularly for identifying and preventing the emergence of similar drug abuse epi
demics in the country and worldwide 1°. For example, oxycodone, known to be one of the first prescription opioid 
used for pain management, is suspected to be the main driver of emerging substance addiction epidemics not 
only in Canada, UK, and Australia, but also in China, Brazil, Colombia, Egypt, Mexico, Philippines, Singapore, 
South Korea, South Africa, and Spain 10. 

Methods to eradicate the opioid epidemic include targeting the socio-economic and demographic drivers of 
the epidemic, together with projects to increase access to naloxone and the creation of safe places for controlled 
drug use to help avoid death and prevent the spread of other diseases10

•
27

• Additionally, tighter controls on pre
scriptions and the flow of illicitly manufactured fentanyl to the black market are starting to force a declining trend 
in overdose death rates9•

16
. Strategies to monitor the amount of fentanyl diluted in other drugs and disseminating 

information among drug users may reduce consumption 10. However, there is an undeniable need for more com
prehensive strategies to fully understand the epidemic, including a strategy that focuses on potential differences 
among demographic groups, standardization of the guidelines for the formulation of prescription opioids, and 
appropriate training of medical personnel 1°, especially since an opioid epidemic could be a key driver of infec
tious disease outbreaks such as HIV, hepatitis C virus, and endocarditis32. 

Methods 
Data sources and demographic analysis. Data were provided by the Ohio Department of Health 
and included 20,938 unintentional deaths by drug overdose from January 1'12010, to December 31'1, 2017 in 
Ohio. This dataset was filtered to include only deaths caused by prescription opioid overdose (International 
Classification of Diseases, 10th Revision (ICD-10) cause of death codes: T40.2, T40.4, T40.6) among the majority 
racial groups (white and black population) aged 20-64 years (more than 95% of cases were aged 20-64) to focus 
analysis on adults of working age. As a result, 11,790 deaths by unintentional prescription opioid overdose were 
included in the analysis. The dataset also included information about gender, race, and age of the deceased indi
viduals. Cases were geolocated by zip code of residency using the American Community Survey conducted by 
the United States Census Bureau33. 

Estimated population sizes were retrieved from the United States Census Bureau American FactFinder por
tal33 by race, gender, and age group for each year from 2010 to 2017 and aggregated by zip code. Specifically, 
population size for each year by zip code was determined using projections made from 2010 Census Bureau data 
to estimate the number of males and females for white and black populations across five-year age groups from 
age 20 to 64 years. Since population density is reported yearly, population by month and trimester were estimated 
using a non-parametric regression spline interpolation. Aggregated deaths by race, gender, and five-year period 
were merged with data on population density to compute opioid overdose death rates per 100,000 inhabitants in 
each demographic category. Population sizes, number of deaths, and death rates were also computed for each zip 
code and year for use in the spatial and spatiotemporal analyses. 

Identification of high-risk groups was conducted using opioid overdose mortality rates by race and gender. 
Prescription opioid death rates were estimated using Poisson regression analysis to quantify the annual percent
age change for each race-gender group, and to identify the group with the highest increase in death rate during 
the period of analysis. Demographic profiles of death rates and number of deaths by race, gender, and age group 
were used to determine which groups were most impacted by prescription opioid overdose. 

Spatial clustering analysis of the opioid overdose epidemic. The spatial distribution of prescription 
opioid overdose deaths was analyzed using a spatial scan statistical analysis of data from 2010 to 2017, imple
mented in the SaTScan software34• We used scan statistics to identify geographical locations where the number 
of prescription opioid overdose deaths was higher than expected under the null hypothesis of a random spatial 
distribution of the deaths across the state. We refer to clusters of prescription opioid overdose deaths as hotspots. 
We analyzed death counts (from 2010 to 2017) using the SaTScan Poisson model with the size of the population 
at risk by location included as an offset. Briefly, identification of hotspots using the Poisson model implemented in 
SaTScan is achieved by testing each potential cluster against the null hypothesis that the distribution of cases was 
proportional to the population size (no clustering) using likelihood ratio and t-tests34• A hotspot was identified if 
the p-value was less than 0.05 and the grouping contained more than three zip code locations. 

Space and space-time relative risk estimation. Spatial and spatiotemporal RR estimation of deaths 
caused by prescription opioid overdose at the zip code level were conducted using Bayesian models that were fit 
using an integrated nested Laplace approximation (INLA) implemented in the R-INLA software package35. INLA 
is a computational algorithm designed to approximate complex integrals involved in posterior distributions by 
using a latent Gaussian model approximation 13. The number of deaths by prescription opioid overdose was mod
eled using a zero-inflated Poisson regression to accommodate excess zero counts in sparse area-specific data36 

in the context of a Besag-York-Mollie (BYM) model37. The BYM model used incorporated spatially correlated 
random effects that were modeled using a conditionally autoregressive structure (i.e., neighboring zip codes have 
correlated random effects). A second unstructured random effect was included in the model, and its variance 
component was modeled with a diffuse gamma prior distribution. Spatial analysis was conducted by zip code 
on the total number of deaths from 2010 to 2017, while spatiotemporal analysis was conducted by zip code on 
monthly data from 2010 to 2017. 

To identify areas with high risk of opioid overdose mortality rates, we computed the prevalence and average 
RR in 2017, and temporal changes in RR by zip code within hotspots and non-hotspots. The temporal change 
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in RR was defined as the percent difference between the average RR for the last semester of 2017 and the first 
semester of 2010. Finally, smoothed surfaces of the estimated RR and temporal change in RR were mapped along 
with the identified hotspots. Maps were created using ArcGIS by Esri version 10.5 (http:/ /www.esri.com) 38, and 
basemaps were obtained from ESRI and National Geographic available at ArcGIS Online basemaps39. 

Temporal trend analysis. Temporal trends of overdose death rates were identified using Bayesian inter
rupted time series analysis implemented in the Causallimpact package in R40. In short, the analysis quantifies sig
nificant changing trends of the opioid overdose death rate (over a 12-month period) from the death rate expected 
in the absence of any disturbance of the opioid epidemic. Disturbances are assumed to be caused by external 
events that could positively ( or negatively) influence death rates of prescription opioid overdoses over time ( e.g., 
new government policies for reducing opioids prescriptions, new drugs available in the market). 

Using this analysis, we modeled death rates for Ohio as a time series of monthly periods to estimate the 
monthly percent difference between the observed period and the (unobservable) change of death rates that would 
have occurred under the absence of any disturbance (called a counterfactual)40. The algorithm uses three sources 
of information to construct the counterfactual. The first source was a control time series given by the Ohio pop
ulation at risk (aged 20-64) for each month, and the analysis assumes that in the absence of a positive or negative 
disturbance, overdoses are proportional to the population at risk. Second, the algorithm uses the death rates 
before a given time to estimate the alternative outcome without the effect of the disturbance. Finally, prior distri
butions of the outcome are used to include prior knowledge about the model using Bayesian regression. The three 
sources of information are combined using a state-space time series model. Death rates under the counterfactual 
model are computed from their posterior distributions, and the difference between the monthly percent change in 
the observed and counterfactual death rates are used to identify significant trends of the opioid epidemic. 

Using this method, we simulated ~hanges in the trajectory of the epidemic each month from January 2011 
to December 2016 to identify the periods when the most significant changes occurred. Data from a period of 12 
months before and 12 months after were used to estimate the observed and counterfactual percent differences in 
death rates of the epidemic. Then, estimated p-values for each month were grouped by trimesters to avoid short 
term variations, and non-contiguous periods, with p-values less than 0.005 selected to represent significant tem
poral trends in the epidemic41

. 

A video was generated to illustrate the spatio-temporal dynamics of the opioid overdose cases (Supplementary 
Video 1). Maps in the video were created using the open source framework Mapbox GL JS v 1.3.1 (https:// 
www.mapbox.com/)42, and basemaps were obtained from OpenStreetMap (https:/ /www.openstreetmap. 
org/#map=5/38.007 /-95.844). Plot charts in the video were created using d3.js. JavaScript library (https:/ /d3js. 
org/). To learn more, visit https:/ /www.mapbox.com/about/maps/ and http:/ /www.openstreetmap.org/copyright. 
Data extracted from OpenStreetMap after September 2012 is licensed on terms of the Open Database License, 
"ODbr' 1.0, previously it was licensed CC-BY-SA 2.0. 

Ethic statement. All data used in this study were in accordance with the ethical standards, following pro
tocols for secondary data analysis, and with the approval of the Institutional Review Board (IRB) University of 
Cincinnati number CR01_2017-7637, and the Ohio Department of Health. 

Data availability 
The datasets generated and analyzed during the current study are not publicly available due to privacy restrictions 
of sensitive data. However, unidentified datasets are available from the corresponding author on reasonable 
request and with permission of the Ohio Department of Public Health. 
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Code for all analyses are available within the article and its Supplementary Information. 

Received: 20 November 2019; Accepted: 24 February 2020; 
Published online: 09 March 2020 

References 
I. Hedegaard, H., Minifio, A. M. & Warner, M. Drug overdose deaths in the United States, 1999-2018. (National Center for Health 

Statistics, 2020). 
2. Kiang, M. V., Basu, S., Chen,). & Alexander, M. ). Assessment of Changes in the Geographical Distribution of Opioid-Related 

Mortality Across the United States by Opioid Type, 1999-2016. JAMA network open 2, e 190040-el 90040, https://doi.org/10.1001/ 
jamanetworkopen.2019.0040 (2019). 

3. Kochanek, K. D., Murphy, S. L., Xu, J. & Arias, E. Deaths: Final Data for 2017. (National Center for Health Statistics, 2019). 
4. The White House. Ending Americas Opioid Crisis, https://www.whitehouse.gov/opioids/ (2018). 
5. Ohio Opioid Summary (March 2019). (National Institute on Drug Abuse (NIDA), 2019). 
6. Schoenfeld, E. R. et al. Geographic, Temporal, and Sociodemographic Differences in Opioid Poisoning. American Journal of 

Preventive Medicine 57, 153-164, https://doi.org/10.1016/j.amepre.2019.03.020 (2019). 
7. Dean, A. & Kimmel, S. Free trade and opioid overdose death in the United States. SSM - Population Health 8, 100409, https://doi. 

org/10.1016/j.ssmph.2019.100409 (2019). 
8. Haffajee, R. L., Lin, L. A., Bohnert, A. S. B. & Goldstick, J. E. Characteristics of US Counties With High Opioid Overdose Mortality 

and Low Capacity to Deliver Medications for Opioid Use Disorder. JAMA Network Open 2, el96373-el96373, https://doi. 
org/10.1001/jamanetworkopen.2019.6373 (2019). 

9. Penm, J. et al. Strategies and policies to address the opioid epidemic: a case study of Ohio. Journal of the American Pharmacists 
Association: JAPhA 57, Sl48-Sl53, https://doi.org/10.1016/j.japh.2017.01.001 (2017). 

10. Humphreys, K. Avoiding globalisation of the prescription opioid epidemic. The Lancet 390, 437-439, https://doi.org/10.1016/S0140-
6736{17)31918-9 (2017). 

SCIENTIFIC REPORTS I (2020) 10:4341 I https://doi.org/10.1038/s41598-020-61281-y 



SCIENTIFIC REPORTS I 

11. Stopka, T. J, et al. Opioid overdose deaths and potentially inappropriate opioid prescribing practices (PIP): A spatial epidemiological 
study. International Journal of Drug Policy 68, 37-45, https:/ /doi.org/10.1016/j.drugpo.2019.03.024 (2019). 

12. James, K. & Jordan, A. The Opioid Crisis in Black Communities. J Law Med Ethics 46, 404-421, https://doi. 
org/l0.1177/1073110518782949 (2018). 

13. Blangiardoa, M., Camelettib, M., Baiocd, G. & Rue, H. Spatial and spatio-temporal models with R-INLA. Spatial and Spatio
temporal. Epidemiology 4, 33-49, https:/ /doi.org/ I 0.1016/j.sste.2012.12.00 I (2013). 

14. Mohammad, J. S., Botticelli, M., Hwang, R., Koh, H. K. & McHugh, R. K. The Opioid Crisis: A Contextual Framework and Call for 
Systems Science Research. (working paper). 

15. Jalal, H. et al, Changing dynamics of the drug overdose epidemic in the United States from 1979 through 2016. Science 361, 
eaaul 184, https://doi.org/10.1126/science.aaul 184 (2018}. 

16. Ciccarone, D. The triple wave epidemic: Supply and demand drivers of the US opioid overdose crisis. (2019). 
17. Spencer, M. R., Warner, M., Bastian, B. A., Trinidad, J, P. & Hedegaard, H. Drug Overdose Deaths Involving Fentanyl 2011-2016. 

(National Center for Health Statistics, 2019). 
18. Alexander, M. J., Kiang, M. V. & Barbieri, M. Trends in Black and White Opioid Mortality in the United States, 1979-2015. 

Epidemiology 29, 707-715, https:/ /doi.org/10. 1097/EDE.0000000000000858 {2018}. 
19. Hadland, S. E., Rivera-Aguirre, A., Marshall, B. D. L. & Cerda, M. Association of Pharmaceutical Industry Marketing of Opioid 

Products With Mortality From Opioid-Related Overdoses. JAMA Network Open 2, e186007-e186007, https://doi.org/10.1001/ 
jamanetworkopen.2018.6007 (2019). 

20. Wu, L.-T., Zhu, H. & Swartz, M. S. Treatment utilization among persons with opioid use disorder in the United States. Drug and 
alcohol dependence 169, 117-127, https://doi.org/10.1016/j.drugalcdep.2016.I0.0!5 {2016). 

21. Guy, G. J. et al. Vital Signs: Pharmacy-Based Naloxone Dispensing- United States, 2012-2018., (2019}. 
22. Cuadros, D. F. & Abu-Raddad, L. J. Spatial variability in HIV prevalence declines in several countries in sub-Saharan Africa. Health 

& Place 28, 45-49, https:/ /doi.org/ 10.10I6/j.healthplace.2014.03.007 {2014). 
23. Cuadros, D. F., Branscum, A. J. & Mukandavire, Z. Temporal stability of HIV prevalence in high-burden areas regardless of declines 

in national HIV prevalence in Malawi and Zimbabwe. Aids 32, 1381-1383 (2018). 
24. Goodnough, A. This City's Overdose Deaths Have Plunged. Can Others Learn From It? New York Times {2018). 
25. Harm Reduction Ohio. Deadly mystery: Ohio's carfentanil death rate 2000% higher than other states. (2018). 
26. Center for Disease Control and Prevention. Increases in Fentanyl Drug Confiscations and Fentanyl-related Overdose Fatalities. 

(Center for Disease Control and Prevention, 2015). 
27. Feinberg, J. in World View Vol. 573 (Nature, 2019). 
28. Ohio Department of Health. 2017 Ohio Drug Overdose Data: General Findings (Ohio Department of Health, Columbus, Ohio, 

2018). 
29. O'Donnell, J., Gladden, M. R., Mattson, C. L. & Kariisa, M. Notes from the Field: Overdose Deaths with Carfentanil and Other 

Fentanyl Analogs Detected- 10 States, July 2016-June 2017 I MMWR. (Center for Disease Control and Prevention, 2019). 
30. Fomin, D. et al. Human deaths from drug overdoses with carfentanyl involvement-new rising problem in forensic medicine: A 

STROBE-compliant retrospective study. Medicine (Baltimore) 97, el3449-e13449, https://doi.org/l0.1097/MD.0000000000013449 
{2018). 

31. Lopez, G. The opioid painkiller and heroin epidemic, explained., https://www.vox.com/2015/10/l/9433099/opioid-painkiller
heroin-epidemic (2017). 

32. Reardon, S. The US opioid epidemic is driving a spike in infectious diseases. Nature 571, 15-16, https://doi.org/10.!038/d4!586-
019-02019-3 (2019). 

33. US Census Bureau. 
34. Kulldorff, M. & Nagarwalla, N. Spatial Disease Clusters: Detection and Inference. Statistics in medicine 14, 799-810 (1995). 
35. Rue, H., Martino, S, & Chopin, N. Approximate Bayesian Inference for Latent Gaussian Models by Using Integrated Nested Laplace 

Approximations. Journal of the Royal Statistical Society. Series B (Statistical Methodology) 71, 319-392 {2009). 
36. Inferring lung cancer risk factor patterns through joint Bayesian spatio-temporal analysis. Cancer Epidemiology 39, 430-439, 

10.1016/j.canep.2015.03.001 (2015). 
37. Besag, J,, York, J. & Mollie, A. Bayesian image restoration, with two applications in spatial statistics. Annals of the Institute of 

Statistical Mathematics 43, 1-20, https://doi.org/10.1007/BF00I 16466 {1991}. 
38. ESRI. ArcGIS 10.x. Redlands, CA, USA: ESRI. (2004}. 
39. ESRI. "Topographic" [basemap ]. "World Topographic Map", http://www.arcgis.com/home/item.htmllid=30e5fe3149c34dflba922e 

6f5bbf808f (2012). 
40. Brodersen, K. H., Gallusser, F., Koehler, J., Remy, N. & Scott, S. L. Inferring causal impact using Bayesian structural time-series 

models. Annals of Applied Statistics 9, 247-274 (2015). 
41. Benjamin, D. J, & Berger, J. 0. Three Recommendations for Improving the Use of p-Values. The American Statistician 73, 186-191, 

https:/ /doi.org/10.1080/00031305.2018.1543135 (2019). 
42. Mapbox. Mapbox GL JS 1.3.x. Washington, D.C., San Francisco, CA. {2010) 

Acknowledgements 
This project was supported by grant number SNU l 7CE002738, funded by the Centers for Disease Control and 
Prevention. Its contents are solely the responsibility of the authors and do not necessarily represent the official 
views of the Centers for Disease Control and Prevention or the Department of Health and Human Services. 

Author contributions 
A.M.H., A.J,B., J.L. and D.F.C. conceived the study and its design, conducted the statistical and spatial modeling 
analyses, and wrote the first draft of the paper. A.L.H. and N.M. contributed to study conception, design and 
writing of the manuscript. A.M.H., A.J.B. and D.F.C. conduct of the statistical modeling analyses, interpretation 
of the results, and writing of the manuscript. 

Competing interests 
The authors declare no competing interests. 

Additional information 
Supplementary information is available for this paper at https:/ / doi.org/ 10.1038/ s4 l 598-020-6128 I -y. 

Correspondence and requests for materials should be addressed to D.F.C. 

Reprints and permissions information is available at www.nature.com/reprints. 

(2020) 10:4341 I https://doi.org/10.1038/s41598-020-61281-y 



  

Publisher’s note Springer Nature remains neutral with regard to jurisdictional claims in published maps and 
institutional affiliations. 

(cc) aXt| Open Access This article is licensed under a Creative Commons Attribution 4.0 International 
AS | icense, which permits use, sharing, adaptation, distribution and reproduction in any medium or 
format, as long as you give appropriate credit to the original author(s) and the source, provide a link to the Cre- 
ative Commons license, and indicate if changes were made. The images or other third party material in this 
article are included in the article’s Creative Commons license, unless indicated otherwise in a credit line to the 
material. If material is not included in the article’s Creative Commons license and your intended use is not per- 
mitted by statutory regulation or exceeds the permitted use, you will need to obtain permission directly from the 
copyright holder. To view a copy of this license, visit http://creativecommons.org/licenses/by/4.0/. 

  

© The Author(s) 2020 

  

SCIENTIFIC REPORTS | (2020) 10:4341 | https://doi.org/10.1038/s41598-020-61281-y

Publisher's note Springer Nature remains neutral with regard to jurisdictional claims in published maps and 
institutional affiliations. 

[cc- Open Access This article is licensed under a Creative Commons Attribution 4.0 International 
- - License, which permits use, sharing, adaptation, distribution and reproduction in any medium or 
format, as long as you give appropriat~ credit to the original author(s) and the source, provide a link to the Cre
ative Commons license, and indicate if changes were made. The images or other third party material in this 
article are included in the article's Creative Commons license, unless indicated otherwise in a credit line to the 
material. If material is not included in the article's Creative Commons license and your intended use is not per
mitted by statutory regulation or exceeds the permitted use, you will need to obtain permission directly from the 
copyright holder. To view a copy of this license, visit http:/ /creativecommons.org/licenses/by/4.0/. 

© The Author(s) 2020 

SCIENTIFIC REPORTS I (2020) 10:4341 J https://doi.org/10.1038/s41598-020-61281-y 





{O1561840.1}    

 

 

 

 

 

 

 

November 12, 2024 

 

Re: Leon Margolin, M.D. 

 

To whom it may concern: 

  

I am of counsel to the law firm of O'Connell and Aronowitz since 2011 and am 

a member of the Health and Criminal Law Practice Groups in the Albany, New York 

office.  I defend Medicaid and other health care providers in the state and federal courts 

in every stage of criminal and regulatory investigations and prosecutions.   

  

Prior to entering private practice, I was a prosecutor for the New York State 

Attorney General's Medicaid Fraud Unit ("MFCU") for 27 years and was the regional 

director for the last 10 years of state service, ending in 2011.  During my tenure with the 

New York MFCU, I investigated and prosecuted hundreds of Medicaid fraud cases. 

  

In 1989, I received the MFCU's special achievement award for prosecuting the 

largest theft by a single Medicaid provider in United States history.  In 2001, I received 

the Louis J. Lefkowitz Award for the successful prosecution of an adult daycare center 

for larceny that was the largest theft by a single Medicaid provider in United States 

history.  In 2008, I received the Attorney General's special achievement award for a 

comprehensive investigation of the home care industry, which resulted in over 100 

criminal convictions, millions of dollars in restitution, and systematic changes in the 

home care industry. 

  

Between August 1992 and September 1993, I was appointed as a special assistant 

to the United States Attorney for the Southern District of New York to assist on Medicaid 

fraud prosecutions.  I have lectured at health care fraud training seminars conducted by 

the United States Department of Justice, the FBI, and the National Association of 

Medicaid Fraud Control Units.   

  

Between 1999 and 2004, I was an adjunct professor at John J. College of Criminal 

Justice and St. John's University, teaching criminal law and evidence. 

  

I have been retained by Dr. Leon Margolin to review the January 2020 settlement 

agreement between Dr. Margolin and the United States Department of Justice ("DOJ"), 

and materials related to Dr. Margolin and Comprehensive Pain Management Institute's 
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("CPMI") provision of medically necessary pain management services to chronic pain patients. 

  

The DOJ and the Inspector General for Health and Human Services ("IG") civil settlement 

agreement signed by Dr. Margolin on 1/15/20 ("Agreement") was in the amount of $650,000.00, 

which was timely paid in full.  The Medicare claims described in the covered conduct were 

submitted between January 1, 2013 and September 19, 2019.  The agreement alleged that these 

claims were false because, "NCS were medically unnecessary because the patients did not need 

them …. and (2) SBIRT's that were medically unnecessary and/or not provided as billed 

(Agreement, Page 1C).  The Agreement further states: 

 

"This settlement agreement is neither an admission of liability by 

defendants nor a concession by the United States that its claims are not well 

founded."  (Agreement, Page 1D). 

 

It is abundantly clear that Dr. Margolin, by entering into this Agreement, made no 

admissions with respect to the government description of the covered conduct.  Dr. Margolin 

entered into this Agreement, "to avoid the delay, uncertainty, inconvenience, and expense of 

protracted litigation."  (Agreement, Page 2D).  Dr. Margolin primarily entered into the Agreement 

to avoid the possibility that his Medicare billings would be put on hold pending the outcome of a 

protracted litigation.  This scenario, hinted to by DOJ prosecutors, would have effectively shut 

down his practice and resulted in potential fatalities among his patient population.   

  

The Agreement did not release Dr. Margolin from "any criminal liability" or "any 

administrative liability, including mandatory or permissive exclusion from federal health care 

programs," (Agreement, Page 3, 3B, 3C).    Despite not being released from criminal liability, no 

criminal charges were pursued. Also, despite being subject to potential exclusion from federal 

health care programs, no person or entity ever pursued such an exclusion. 

  

Finally, Dr. Margolin agreed, " … to cooperate fully and truthfully with the United States’ 

investigation of individuals and entities not released in this Agreement."  (Agreement, Page 6, 8).  

To date, there is no indication that the investigation continued beyond the civil settlement 

agreement.  Dr. Margolin no longer bills Medicare for the SBIRT services (screening, brief 

intervention and referral to treatment services), even though not prohibited by the Agreement.  He 

continues to utilize SBIRT tests.  These services are evidence based, early interventions that 

physicians use to address the risk of substance abuse, overdose and death with patients receiving 

treatment with opioids.  Given the modern-day tragedy of the opioid epidemic, SBIRT testing has 

become a mandatory protocol in the pain management field.   
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During the course of my career, I have seen numerous instances when insurance 

reimbursement is at odds with accepted medical protocols.  This results in a danger to individual 

patients and a threat to public safety. The financial tension between insurance company coverage 

and accepted medical protocols results in deficiencies in patient care due to a failure of insurance 

coverage.  In time, as medical advances become mainstream, insurance coverage will follow.  In 

the interim, lives are lost, and more expenses are incurred by the health care system because of the 

failure to utilize all available treatments.   

In 2008, the MFCU in New York prosecuted individuals for felonies for billing Medicaid 

for the care of immediate family members.  Subsequently, New York established the Consumer-

Directed Personal Assistance Program (CDPAP, Social Service Law 365-f), which allowed people 

to care for immediate family members and get reimbursed by Medicaid.  Regardless of the new 

avenues for fraud opened by the CDPAP program, what was once illegal is now legal.   

In 2015, I represented an owner of a drug treatment center who had been charged with 

paying kickbacks to patients by providing apartments or "sober homes" for them to live in during 

their drug treatment (People v. Alan Brand, Indictment # 0783, Bronx County).  These "sober 

homes" proved to be beneficial for the patients because they now had a place to live away from 

the environment on the streets that encouraged their drug use.  Over time, the use of "sober homes" 

made sense in the battle against drug addiction, and their use was encouraged and made 

reimbursable by Medicaid.   Once again, what was once considered illegal conduct has become an 

accepted practice in drug treatment.   

In conclusion, the civil settlement Dr. Margolin entered into with DOJ has been paid in 

full.  There were no admissions made by Dr. Margolin in the covered conduct, and DOJ did not 

refer the case for either criminal prosecution or for HHS to exclude Dr. Margolin from health care 

programs.  This matter should be put to rest. 

Respectfully submitted, 

O’CONNELL AND ARONOWITZ, P.C. 

By:  

Richard S. Harrow 
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