
               CCHHIIRROOPPRRAACCTTIICC  NNEEWWSS  &&  VVIIEEWWSS  
                                  Presented by:  

        Hawaii State Chiropractic Association, Inc. 

                                                                                
  Volume XI, April 2014                                         

 

Page 1 of 8 

 

HI State Chiropractic Association 
P.O. Box 22668 

Honolulu, HI 96823-2668 
Ph: (808) 926-8883    Fx: (808) 926-8884 

www.HawaiiStateChiropracticAssociation.org 

   
OFFICERS  

& 

ISLAND DIRECTORS 

 

PRESIDENT 

Dr. Gary K. Saito, DC 

VICE PRESIDENT 

Dr. Jesse Broderson, DC 

SECRETARY 

Dr. Joseph G. Morelli, Jr., DC  

TREASURER 

Dr. Gary Ferguson, DC 

OAHU ISLAND DIRECTOR 

Dr. Armando K. Garza, DC 

EAST HAWAII ISLAND DIRECTOR 

Dr. Paul D. Bickford, DC  

WEST HAWAII ISLAND 

DIRECTOR 

Dr. Jesse Broderson, DC 

MAUI, MOLOKAI & LANAI 

ISLAND DIRECTOR & 

IMMEDIATE PAST PRESIDENT 

Dr. James A. Pleiss, DC 

 

 
 

 

KAUAI ISLAND DIRECTOR 

Dr. Alice Holm Ogawa, DC 

 
 

 

 

Pay Attention…. 

April 1, 2014 CMS 1500 Form Changed 
 

     In case you have not yet heard, since Tuesday, April 1
st
 , 2014 all your 

insurance billing claims must utilize the new CMS 1500 (version 2/12).  

CMS has instructed all of the Medicare carriers that they cannot process 

claims after April1 1, 2014 on the old claim form. 

     Likewise, all the insurance carriers are following suit and have updated  

their software to process this new form. 

     We suggest that you follow up with your EHR/Billing software vendor  

to update your system to be able fill in the claim form properly. If you use a  

clearinghouse to bill, they have already updated, and may require you to  

update the raw data format that you are forwarding to them. 

     There are many articles on-line with the changes on the form and how to  

fill it out. 

     Noridian & CMS have step-by-step articles on the form on their sites. 

We have included some information for you in this edition of our Newsletter. 

     Purchasing the forms is easy as they are readily available. We suggest an 

easy and least expensive way of getting the new forms is through Amazon 

dot Com. Make sure you request the latest version (2/12), since there are a 

ton of the old forms out there that vendors are trying to unload at discounted 

prices. 

     If you or staff have any problem with the new format, please don’t 

hesitate to call the HSCA line and we’ll try to point you in the right direction. 

     BTW: The new form will be able to accept both ICD-9 & ICD-10 coding. 

Since ICD-10 coding does not begin yet there is a small field in the upper right hand area of the Diagnosis area 

(box 21) on the form to show which diagnostic code set you are utilizing. Place a 9 when using ICD-9 & a 0, 

when using ICD-10. This is a must for claim processing. This shows the insurance carrier how the patient was 

diagnosed during the transition period. 

     CMS notes that for treatment dates prior to October 1, 2014 use the ICD-9 code set. For all dates of service 

after October 1
st
, 2014, you must use the ICD-10 code set. You cannot use both ICD-9 & ICD-10 on the same 

form, even if the dates of service are before and after the Oct. 1 requirement. So, keep the visit dates prior to 

October 1
st
 printed on separate form, and subsequent dates of treatment, (even on the same patient) on another. 

     Don’t hesitate to call the HSCA line if there are any questions. Oahu: (808) 926-8883  NI: (877) 926-8883 

 

See the “BREAKING NEWS” story on Page 2….Congress is delaying ICD-10 for a year! HSCA will update 

you as soon as CMS decides on implementation policy directives on how this will be handled regarding 

billing and implementing diagnosis code sets…Stay tuned 



CCHHIIRROOPPRRAACCTTIICC  NNEEWWSS  &&  VVIIEEWWSS                                                            Volume XI, April 2014 

 

Page 2 of 8 

 

BREAKING NEWS: 

Senate Approves "Doc Fix" Bill: Delay of ICD-10; 

Stops Medicare Fee Cuts & Gives .5% Increase! 
  from ACA & Dr. JOE Morelli 
 

     Today, Monday March 31, 2014, the U.S. Senate voted to 

pass the House-approved "doc fix" bill that will prevent a 24 

percent CUT in reimbursements to physicians (us) treating 

Medicare beneficiaries that was set to go into effect on April 

1. The year-long patch marks the 17th time Congress has 

enacted a temporary fix to the SGR and replaces the 

reimbursement cut with a 0.5 percent update through 

December 31, 2014 and a zero percent update from January 1, 

2015 through March 31, 2015. 

     In addition to the delay in cuts to Medicare fees, the bill 

passed today imposes at least a one-year postponement in the 

deadline to implement the nationwide conversion from ICD-9 

to ICD-10 diagnostic and procedure coding.  Slated to begin 

October 1, 2014, the provision prolongs the use of more 

detailed diagnostic codes that will more accurately reflect the 

severity of illnesses and any additional complications or 

conditions and are said to be essential to the transition to a 

more value-based healthcare payment system. 

     The bill now heads to the President's desk for signature, 

which he is expected to sign right away.  

     To avert the negative update to Medicare physician 

payments and since all of this was up in the air till now, the 

Centers for Medicare and Medicaid Services (CMS) 

announced that it has instructed all Medicare Administrative 

Contractors (MACs) to hold claims containing services paid 

under the Medicare Physician Fee Schedule (MPFS) for the 

first 10 business days of April (i.e., through April 14, 2014).  

     This hold would only affect MPFS claims with dates of 

service of April 1, 2014, and later. All claims for services 

delivered on or before March 31, 2014, will be processed and 

paid under normal procedures, regardless of any 

Congressional actions 

     We will put out any further information/updates as soon as 

it is made available from Washington, including fee schedule 

recalculation as appropriate.  

     If you have questions regarding this, please call Dr. JOE 

Morelli.  HSCA: Oahu (808) 926-8883;  NI: (877) 962-8883 

 

 

PRESIDENT’S MESSAGE 
Gary K. Saito, DC, HSCA President 

 

THEN AND NOW 

     When I first started in practice, I was the newbie.  I only 

knew Dr. Dennis Momyer, who was instrumental in 

encouraging me to go to chiropractic college.  I quit 10 years 

of secondary school teaching and attended Palmer College in 

Sunnyvale, CA (now in San Jose). 

     One of the first DC's I met was Dr. Scott Ogata.  He had 

been in practice for 8 years by then and I was in awe.  I 

thought he was an old-timer.  I listened carefully to everything 

he said.  He befriended me and introduced me to other docs.   

     Then, on my own, I went around to various offices and 

introduced myself, cold turkey. I got reactions from 

welcoming smiles and words of encouragement to suspicious 

eyes like they thought some alpha-male was about to invade 

their territory.  Some doctors never even came out to the 

waiting room to greet me, even if I had flown to their island to 

meet them. 

     That exercise taught me a lot.  I spotted my friends right 

away and I learned to keep my distance from others.  By the 

time I was in practice 5 years, I knew just about every 

chiropractor on every island by name and by sight. I 

discovered what a diverse bunch of people we are.  We are a 

microcosm of the macrocosm. 

     What troubles me today is that so many new doctors come 

here to practice and I don't even know they're here for their 

first 5 years.  I hear names I can't connect to faces. I especially 

don't feel the camaraderie among my colleagues that was 

abundant when I first started practice. 

     No less than 30 doctors came to every HSCA meeting.  

Dues then was $2,400 a year and we managed to pay it.  We 

knew each other, we shook hands, and we relied on each other 

to help solve problems. 

     I still know all those guys, except for Scott Ogata who has 

passed away and I miss him.  So has Ted Rathjen and Rex 

Parker.  But the number of new guys is growing and I 

probably wouldn't know them if we were standing toe-to-toe 

in a crowded elevator. 

     On the other hand, the number of docs I DO know is bigger 

because there are more of us than there were back 26 years 

ago.  My license number is 387.  We are way over a thousand 

today.  I relish my chiropractic friends and welcome any new 

doctor to pay me a visit.  I WILL come out to greet you, even 

if I'm with a patient. 
 

Dr. Gary Saito, DC 

President, HSCA 

 

 

SECRETARY’S REPORT 
Joseph G Morelli Jr DC FICC, HSCA Secretary & ACA District 7 Governor 
 

Aloha All: 

     As I am writing this, it is really raining outside! The wind 

is howling, and the rain is coming down sideways, as I look 

out my window on the Ewa Plain. Ah,…such is spring here in 

Hawaii??  

     The weather seems really crazy lately all over the globe. 

Many believe there is a man made global climate change 

happening, while others say this is the natural progression of 

the earth’s climate evolution.  

     I sort of think it’s kind of both, but I am not a climatologist, 

so on this subject,  maybe I should keep my opinions to 

myself. 

     Anyway, I am glad to be here in Hawaii (even with the 

rain) vs. being back east on the mainland like I was several 

weeks ago. 

     I was in Washington, DC attending the National 

Chiropractic Legislative Conference (NCLC) and the ACA 

House of Delegates meeting. Boy was it cold and snowy! 

     I was there as a member of the ACA Board of Governors (I 

represent HI, CA, NV, Guam & US Pacific Territories). Dr. 
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Bob Klein from Hilo also attended, as he is our ACA Hawaii 

Delegate. I know Bob was freezing his butt off too! 

     As you may know, this yearly event is orchestrated by 

ACA to go en-mass up to Capitol Hill and lobby for 

chiropractic issues and legislation. 

     Among the different bills in congress, we currently have 

legislation to further chiropractic presence in all Veterans 

Affairs medical facilities; on all major military bases; student 

loan assistance for chiropractic students and graduates; 

legislation to include chiropractic in the TriCare Military 

medical coverage for active duty, dependents and retirees. 

     These are ambitious programs that are seen by our 

detractors in congress as very costly. 

     However, we believe that in the long run, with greater 

utilization of our chiropractic expertise in all of these 

programs will save millions, if not billions of dollars in the 

future….and with better outcomes and patient satisfaction! 

     Little by little, we believe that congress is getting our 

message. We are hopeful that we can get these issues to the 

president Obama for his signature by the end of this session. 

Keep a good thought for this effort. We may ask for some of 

your help in speaking to our Hawaii congressional delegation 

about this in the future. We will let you know when and how 

sometime later in the year. 

     The NCLC program was a great success with over 500 

DC’s and Chiropractic students in attendance. At the ACA 

House of Delegates meeting we reaffirmed by resolution 

noting that ACA does not promote the use of drugs and 

surgery in the Chiropractic profession. We specifically 

adopted a policy statement that has been produced through the 

“Chiropractic Summit” group (This is a group of all the major 

chiropractic organizations ACA, ICA, ACC, COCSA, and 

vendors, etc.) who meet quarterly to help iron out issues in the 

profession.  

     The ACA leadership and House of Delegates believe that it 

is important to reaffirm what we stand for as a drugless and 

no-surgical profession. There are some of our detractors out 

there saying that we are trying to turn our profession into the 

practice of Osteopathy, or something like that! 

     As an ACA Board member, I can personally tell you this is 

NOT the case!  

     Some have taken our efforts to be better integrated in the 

providing of mainstream healthcare services and programs as 

wanting to turns us into MD’s. What we want is for all of us to 

have more and more opportunity to provide the exceptional 

care and services that we are uniquely trained to do. 

     In fact, the HSCA has introduced two bills in the Hawaii 

Legislature to update our practice act and to give us entrée into 

the Hawaii Medicaid system as providers. 

     So far, the bills are progressing. Unfortunately there are 

some misinformed who think that by taking out some of the 

cumbersome language in our current practice act, that we are 

trying to somehow give a backdoor to the utilization of drugs, 

surgery, etc. 

     This of course is NOT the case at all. In fact, we have 

included prohibitive language specifically aimed against the 

use of legend drugs, etc.  

     What we are trying to do is have our law reflect the way we 

actually practice today, and in the future as chiropractic 

healthcare advances. Hopefully, this will mitigate the 

necessity to have to update the law from time to time to keep 

up with chiropractic clinical and educational advances in the 

future. 

Shifting gears…. 

     I can tell you that the ACA is watching what is going on 

here in Hawaii with great interest regarding ObamaCare. 

     Our Blue Cross carrier (HMSA) is one of the first in the 

nation to embrace the anti-discrimination clause (section 

2706) in the ObamaCare law, and put it into practice. 

     As you know by now, HSCA leadership has had several 

meetings with HMSA. HMSA is adapting their internal 

administrative policies to more correctly adjudicate the 

processing of claims that we submit for treating our HMSA 

patients. 

     Little by little, we will be getting paid for the services we 

are licensed to provide, as new insurance contracts kick in 

with individual and employer coverage groups.  

     Many plans already meet the new ObamaCare (PPACA) 

criteria, and now are covering our services.  

     There are still many contracts that have not yet renewed. 

These so-called “grandfathered plans” do not yet meet the new 

law requirements that mandate our services be paid for. There 

may be a little learning curve on our side regarding the filing 

of these claims.  

     I urge you to take advantage of the HMSA offer to accept 

new chiropractic participating providers. HMSA has told us 

directly that if you are a contracted participating provider, you 

and your claims will be given much more attention than “non-

par” providers.  

     The HMSA staff gives priority to “par” providers in their 

claims processing, reimbursement issues, and in general 

support. Plus…you get paid at a higher rate than the non-par 

provider.      

     As these plans are updated, there will be more and more 

coverage for what we do in our everyday practice. Act on 

becoming a “par” provider, as HMSA may soon close the 

panel once they believe they have sufficient coverage for their 

membership. 

Change of Topic…. 

     I would like to thank all the DC’s that took advantage of 

the great deal Dr. Saito was able to broker with Future Health 

Software for their EHR software package, “SmartCloud”.  

     We recently had a 2 day program for the docs and staff, 

and there was over 50 people there.  

     Future Health founder and CEO Dr. Steven Kraus and 

several of his staff reviewed the program from A to Z.  

     If there are any questions, please call me on the HSCA 

telephone line: Oahu: (808) 926-8883 from Neighbor Islands 

Toll Free: (877) 962-8884. 

Aloha,  Dr. Joseph G. Morelli, Jr. 

 

 

THE ESSENTIAL SEMINAR 

Gary K. Saito, DC, HSCA President 

 

     In early March, 30 chiropractors in Hawaii were treated to 

an extraordinary and important seminar on how to take their 

practices into the future in compliance with upcoming 

electronic health records (EHR) documentation, record-

keeping, and billing requirements. 
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     Starting this October, the rules for maintaining a practice 

will change dramatically.  There will be all new diagnosis and 

treatment codes.  ICD-9 codes will become obsolete.  The old 

HCFA forms are no longer being printed.  The new HCFA 

1500 forms are already available with new boxes that must be 

filled in correctly to be reimbursed. 

     The 30 doctors who had the foresight to attend the seminar 

presented by Future Health Software are ahead of the game 

after 16 hours of instruction.  It was an intense weekend of 

information that will take some time to digest and implement, 

but once done, will make their practices strong and secure.   

     These practices will have each other to work with and to 

solve mutual problems with, to learn from and collaborate 

with.  The landscape of healthcare in the future is already 

changing and practices must maintain a viability to be 

successful. 

     The new EHR requirements are not easy to learn.  They are 

vast and complex.  They cannot be learned overnight.  These 

doctors have given themselves a learning curve of several 

months by starting now.  By this Fall, it will be a scramble to 

know what these doctors will have already learned and 

implemented in their practices. 

     The 30 visionary doctors not only benefitted from a huge 

cost savings on the purchase of a certified EHR program, but 

also from numerous webinars they can access and from a 

hands-on live seminar this March with the creator of the 

program, Dr. Steven Krause, DC, and his team of instructors, 

Curt Langel and Marcia Schlicte. 

     The Future Health Software Program (SmartCloud) was 

written by a chiropractor for chiropractors.  All of its 

improvements have had the chiropractic practice in mind.  

Future Health is working hard to meet federal certifications 

that will be required of all EHR programs by the end of the 

year.   

     Congratulations to the doctors who have started on this 

journey.  They will insure that chiropractic has a place in 

healthcare delivery for years to come. 

 

 

NCMIC Notes Importance of Doctor Awareness 

With New ICD-10 Coding 
 

     Either late this year or in 2015, the United States will 

implement the World Health Organization’s (WHO) mandate 

for the clinical modification of diseases and morbidity 

classification.  This is known as ICD-10-CM. 

     Due to the conversion, physicians will need to modify the 

way they collect patient data and document visits in their 

charts.  “Specificity” is the word most often associated with 

ICD-10 documentation, and physicians will be required to 

collect more information in more detail to select the right 

ICD-10 code for a symptom or condition.  Therefore, the code 

you use on the claim form must be substantiated, documented 

and reported “to the highest degree of specificity.” 

     In the ICD-10 classification system, the documentation will 

yield the code used.  The more specific your documentation, 

the easier it will be to find the code.  Certain codes such as 

Cervicalgia (M54.2 in ICD-10) will convert easily from ICD-9 

to ICD-10.  Other codes such as Sciatica, will now have 

choices as to if a side is specified or not and if it is 

accompanied by back pain or not.  In other words, your 

documentation will determine which code to pick out of the 

six possible choices for sciatica in ICD-10. 

     In ICD-10, the number of characters used in the codes will 

grow from 5 characters in length to 7 characters in length.  

There will be codes for: 

 right  and left side 

 chronic versus acute 

 initial encounter, subsequent encounter and sequelae 

     In fact, because of the specificity, we have now expanded 

the codes from a set of about 17,000 to over 70,000 codes.  Of 

course most chiropractors routinely use between 35-60 codes 

now and will ultimately expand their use to about 200 codes 

under the new system. 

 

Example of Code Specificity 

     As an example, if you were determining if a claim was 

payable, would you pay for a claim where the physician 

diagnosed the patient with shoulder stiffness, but they did not 

know which shoulder? I hardly think so. It is therefore 

reasonable that the unspecified code (M25.619) is the code 

that is not desirable because it is least specific. 

M25.619 Stiffness of unspecified shoulder, not 

elsewhere classified. 

M25.611 Stiffness of right shoulder, not elsewhere 

classified. 

M25.612 Stiffness of left shoulder, not elsewhere 

classified 

     Physicians and staff need to closely examine how they are 

documenting the cases, implementing policies and procedures 

to make the transition seamless. NCMIC 

     Editor’s Note: I believe that NCMIC (National 

Chiropractic Mutual Insurance Co.) has put out the above 

statement as a way of “due diligence” regarding its 

malpractice insurance policyholders. Since we do practice as 

primary, first point of contact health care providers, we are 

held to a high standard. Now, with the new diagnostic coding 

coming on line, this will be the new standard of care when the 

final date is enacted. As a doctor, you are expected to fully 

understand and correctly propagate a diagnosis you discern 

after your examination and analysis of your patient’s 

condition/presentation. You need to learn and employ this new 

system to the best of your ability. 

     Please watch for communications from the HSCA in the 

near future regarding an ICD-10 seminar that we will be 

producing. The program has not been nailed down yet, but we 

are looking at some dates in June/July time frame. We are 

planning an all-day program to get you as many of the 

resources as possible on this important topic.   
Dr. JOE Morelli 

 

 
CMS/Noridian Medicare Claims: 

Dates of Service: Is It ICD-9 or ICD-10? 
 

     With the ICD-10 changeover approaching, you may be 

wondering how you will code a claim that you are submitting 

in October 2014 for a service that your practice provided in 

September 2014. 
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     Even if you submit your claim on or after the ICD-10 

deadline, if the date of service was before the October 1, 2014, 

deadline, you will use ICD-9 to code the diagnosis. 

     For dates of service on or after the October 1, 2014, 

deadline, you will use ICD-10. You may not be able to use 

ICD-9 and ICD-10 codes on the same claim based on your 

payers' instructions. This may mean splitting services that 

would typically be captured on one claim into two claims: one 

claim with ICD-9 diagnosis codes for services provided before 

October 1, 2014, and another claim with ICD-10 diagnosis 

codes for services provided on or after October 1, 2014. 

     Some trading partners may request that ICD-9 and ICD-10 

codes be submitted on the same claim when dates of service 

span the compliance date. Trading partner agreements will 

determine the need for split claims. 

Here's an example of a split claim: 

     A patient has an appointment on September 27, 2014, and 

is diagnosed with bronchitis. He returns for a follow-up 

appointment on October 3, 2014. In this case, a practice will 

submit a claim with an ICD-9 diagnosis code for the first visit 

and another claim with an ICD-10 diagnosis code for the 

follow-up visit. 

     Make sure that your systems, third-party vendors, billing 

services, and clearinghouses can handle both ICD-9 and ICD-

10 codes depending on the dates of service in the months 

following October 1, 2014. Stay tuned for details. 

     Editor’s Note: The above article came from Noridian last 

week. Since Congress has passed the “doctor fix” bill, 

Noridian & CMS have not yet decided how it will adapt to the 

postponement of the October 1
st
 deadline. We will report on 

any updated information as soon as it is published.  Dr. JOE 

Morelli 

 

 

Medicare Fee Updates for 2014 Updated RVUs 

for CMT Codes (98940, 98941, 98942 & 98943) 
 

 On November 27, CMS published the 2014 MPFS Final 

Rule. The rule included several items of interest to the 

chiropractic profession. The main issue we were pleased 

to see was that CMS approved the increased Relative 

Value Units (RVUs) for the CMT codes that were 

presented to the AMA RUC HCPAC in October 2012.  
 

The updated RVUs for 2014 are as follows: 
 

HCPCS  

Code 
Long Descriptor 

CY 

2013 

Work 

RVU 

CY 

2014 

Work 

RVU 

Percent 

Increase 

from 2013 

98940 

Chiropractic 

Manipulative 
Treatment (CMT); 

spinal, 1-2 regions 

0.45 0.46 + 2.2% 

98941 

Chiropractic 

Manipulative 
Treatment (CMT); 

spinal, 3-4 regions 

0.65 0.71 + 9.2% 

98942 

Chiropractic 

Manipulative 
Treatment (CMT); 

spinal, 5 regions 

0.87 0.96 + 10.3% 

 

 Additionally, when the CMS released the addenda to the 

final rule on December 10, we also learned that CMS had 

also approved the recommended increase to the 

extraspinal code, 98943.  The RVU for this service 

increased from 0.40 to 0.46 – a 15 percent increase. These 

increases in RVU values was a great win for the 

profession and DCs could see Medicare payments to DCs 

increased by an estimated $60 million in 2014 
 

 Since Congress passed the Medicare “doc fix” bill, there 

is also to be a ½% (0.5) increase in the Physician Fee 

Schedule. When CMS releases this change, this will be in 

addition to the current fee schedule that has already 

incorporated the above RVU work value. 

 

 

New 1500 Claim Form Implementation  
(Version 02/12) 

 On Jan. 6, CMS and private payers started receiving and 

processing paper claims on the revised 1500 claim form 

(Version 02/12).  

 One of the most significant changes is item number 21. 

According to CPT, in the upper, right area of the field, 

two dotted lines were added to create a one-byte space to 

report an indicator that identifies which version of the 

diagnosis code set is being reported. A "9" indicates the 

diagnosis codes are from the ICD-9 code set and "0" is for 

ICD-10.  

 The use of the indicator will be necessary during the 

transition to ICD-10 and when reporting services that 

span the implementation deadline. 

 Use of the old version of the claim form expired March 

31, 2014…As of April 1, 2014, CMS will only accept 

claims on the new form (Version 02/12) 

 Updating the print layout for the new claim form will 

require fairly significant adjustments. The revised form, 

version 02/12, has a number of revisions which require 

changes to the print layout for proper data alignment. 

 Those most notable changes to the 02/12 claim form are 

for Items 17, 21 and 24E. 

 Item 17 must have a qualifier entered to the left of the 

dotted vertical line in Item 17 to indicate the type of 

provider being reported in this field, as outlined below: 

o DN - Referring Provider 

o DK - Ordering Provider (this is the appropriate 

qualifier for DME claims) 

o DQ - Supervising Provider 

 Item 21 now allows for 12 diagnosis codes, rather than 

4 and the diagnosis pointers have changed from 1-4 to 

A-L. In addition, the diagnosis codes are now read left 

to right, rather than up and down. 

 Item 24E now requires the corresponding alphabetic, 

rather than numeric, diagnosis pointer. 
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TYLENOL  (acetaminophen)  BAD DRUG! 

MEDSCAPE ARTICLE       
 

Medscape Editor's Note: 

     On January 14, 2014, the US Food and Drug Administration 

(FDA) issued a recommendation that healthcare professionals 

discontinue prescribing and dispensing prescription combination-

drug products that contain more than 325 mg of acetaminophen per 

tablet. This followed a January 2011 request by the FDA to drug-

makers to limit the amount of acetaminophen in prescription 

combination pain relievers to this same dose by that same date. In the 

just-released statement, the FDA noted that currently available data 

do not support a conclusion that doses of more than 325 mg of 

acetaminophen provide additional benefit that outweighs the added 

risk for liver injury.  

     Although about one half of manufacturers have complied and 

limited acetaminophen in prescription products, combinations 

containing more than 325 mg of acetaminophen remain widely 

available. Medscape spoke with Sharon Hertz, MD, Deputy Director, 

Division of Anesthesia, Analgesia, and Addiction Products, Center 

for Drug Evaluation and Research at the FDA about the issues that 

have led to this recent statement and the FDA's plans to expedite the 

removal of high-dose acetaminophen products from the market.  

     Medscape: Can you review the epidemiologic data on 

liver injury associated with use of acetaminophen? Has 

there been a change since the first recommendation issued 

to manufacturers in January 2011? Just how big a 

problem is this?  

     Dr. Hertz: We've been reviewing the safety of 

acetaminophen for a very long time, both in the context of 

prescription as well as nonprescription products. Advisory 

committee meetings on this subject were held in 2002 and 

again in 2009. I'll focus more on the 2009 meeting, the factors 

that led to it, and our current actions.  

     A classic paper by the Acute Liver Failure Study Group 

was published in 2005. [1] This group looked at the cases of 

liver failure that were occurring in the United States and found 

that acetaminophen was responsible for at least 40% of them, 

and as many as one third of the deaths. The acetaminophen 

overdoses associated with these cases were more commonly 

unintentional than intentional. That's clearly a problem.  

     The study looked at the sources of acetaminophen. Was it 

over-the-counter (OTC) products? Was it prescription 

products -- combination vs single-entity acetaminophen? What 

they found was that prescription combination products 

containing acetaminophen were the most common types of 

drugs that contributed to liver failure. Single-entity 

acetaminophen was also a substantial proportion of these 

cases.  

     We decided to take a look at what we could do to further 

intervene, because we had not seen an improvement in safety 

following the 2002 advisory committee. This paper 

documented, 3 years after our first meeting, that there was still 

an ongoing problem in the United States.  

     There have been some updated data since then, though 

nothing quite the same as the 2005 Acute Liver Failure Study 

Group data. I can't tell you that overall the proportion of cases 

remains the same with regard to which products are 

contributing, but we do know that there really hasn't appeared 

to be a decline in the number of cases of acute liver failure, at 

least up until 2011, which are the most recent available data.    

We know that it remains a problem and that acetaminophen is 

still a very important cause of acute liver failure.  

     One of the problems that really distinguishes intentional 

and unintentional overdose with acetaminophen is that more 

often than not, intentional overdoses come to the attention of 

others around the individual. If there are other substances 

involved -- for instance, other drugs or alcohol -- the person 

passes out, someone will call an ambulance, and these people 

will be taken to the hospital and managed acutely.  

     With unintentional acetaminophen overdose, there may not 

be any symptoms associated with the liver injury for days. By 

the time the symptoms become apparent to the patient and 

they seek medical care, it is often too late to reverse the injury. 

In our analysis of the available data concerning these 

unintentional overdoses associated with acute liver failure, we 

found out that on average, overdoses involved an intake of 

about 7.5 g of acetaminophen, perhaps a bit more, over a day 

or so. If somebody is taking an opioid/acetaminophen 

combination, such as hydrocodone and acetaminophen, for 

pain, and they get a cold and take an OTC product that 

contains acetaminophen, or they get a fever and take 

acetaminophen, without realizing it they could overdose.  

The symptoms may not become apparent until the damage is 

already done. The symptoms early on are very nonspecific. 

They could actually appear flu-like. It's not until the symptoms 

have gone on for a number of days or some jaundice develops 

that people might seek help.  

     At the time, the most frequent strength of acetaminophen in 

prescription products was 500 mg, and most overdoses 

resulted predominantly from a prescription product. It became 

clear then that decreasing the amount of acetaminophen from 

500 mg per tablet or capsule down to 325 mg concomitantly 

decreased that 7.5 g (the average amount involved in an 

overdose) down to about 4.5 g -- a much safer amount.  

     Then we decided to take a look and see what the evidence 

was to support the value added of the higher strength of 

acetaminophen. These are old drugs. We went back and 

reviewed the literature and took a look at some of the actual 

new drug applications, and found that we really didn't have 

any comparison to show that the combinations with 325 mg 

acetaminophen and the combinations with 500 mg had been 

examined. There was no evidence to show that there was an 

advantage.  

In the absence of any evidence to show that the difference in 

acetaminophen was associated with a substantial advantage in 

efficacy, and knowing we could create a better margin for 

safety by reducing the amount of acetaminophen, we chose to 

take that action. That's what led to the announcement in 

January 2011 asking companies to stop marketing prescription 

combination products with more than 325 mg of 

acetaminophen. We gave them a time frame that we thought 

was reasonable so that they could begin the process of 

reformulating their products and accommodate the request.  

     That 3-year period that we gave them is up, and now we're 

taking stock of which companies have complied. Once we 

have a full accounting of any companies that have chosen not 

to comply, we will proceed with the regulatory steps that are 

necessary.  

 

 

http://www.medscape.com/viewarticle/819216
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     Medscape: Was the review concluding that evidence for 

the efficacy of acetaminophen doses greater than 325 mg 

was lacking limited to opioid combination products only? 

Or did that review examine the efficacy of a 325-mg dose 

for any other condition for which acetaminophen might be 

used?  

     Dr. Hertz: In this context, that statement refers to a lack of 

evidence of greater efficacy with larger doses of 

acetaminophen in combination with another drug 

predominantly for treatment of pain, specifically opioids. 

There are combinations for headache that don't have an opioid, 

but use other drugs. That statement was specific to this 

situation.  

     Medscape: You have discussed specific products that 

are of the most concern. As a corollary, are there 

particular groups of patients that are at higher risk for 

acetaminophen-associated liver damage?  

     Dr. Hertz: The literature is really not consistent about that. 

There has been a suggestion that some sympathomimetic 

drugs may increase risk, but it certainly doesn't seem to be a 

predominant finding. We know that fasting, especially by 

individuals who are ill, may make someone more susceptible.  

     Even the use of alcohol, which seems straightforward at 

first look, is not clearly a risk factor on the basis of current 

literature. I think that it's always safest to steer clear. If people 

need to be on acetaminophen, especially if there is any risk for 

a potential increase in their dose or they need to take it 

regularly, you would want to lower their daily maximum 

alcohol intake or try to have them abstain from alcohol.  

     There are not any other clear patient populations that would 

be at risk for liver injury due to acetaminophen. Even children 

are not inherently at greater risk than adults -- certainly not 

healthy children who would otherwise be taking 

acetaminophen for symptomatic relief of minor aches and 

pains or fever.  

     Medscape: Per the package insert for a leading brand 

of acetaminophen, recommendations for dosing are 650-

1000 mg/dose in adults (10-15 mg/kg/dose in children, to a 

maximum of 1000 mg) and a total daily maximum of 4000 

mg. Are these recommendations based on human or 

animal studies? Do you anticipate a change in labeling?  

     Dr. Hertz: This information regarding dosing of OTC 

acetaminophen is quite old. It is from very early studies from 

the 1950s when the products first came on the market, initially 

as prescription products. Within the agency, our OTC folks are 

reexamining the data that support the higher doses and what's 

appropriate in the setting of OTC dosing, and the safety 

margin. In fact, prescription products that subsequently go 

OTC often have a lower dose in the OTC setting; higher doses 

are often reserved for situations where physicians or another 

prescriber is involved.  

     We have requested that companies reduce the amount of 

acetaminophen in the OTC products. But the process for our 

regulatory authority over OTC products is different from that 

for prescription products.  

For OTC products, we have a rule-making process. Right now, 

we have asked OTC manufacturers to voluntarily reduce the 

dose of acetaminophen to no more than 325 mg per tablet or 

capsule. But we will be addressing these products in a separate 

action under the OTC monograph process. This current action 

focuses on the prescription products, on the basis of our 

findings and the notice that we posted in 2011.  

     Medscape: What about acetaminophen administered 

via other routes? Do you anticipate changes in 

formulations and recommendations for intravenous 

acetaminophen?  

     Dr. Hertz: Intravenous acetaminophen is relatively new in 

this country, so we are taking a look at the safety of that 

product in the recent postmarketing period. It's a different 

situation. One would hope that because it is given in a hospital 

setting, there would be very close control of the total amount 

of acetaminophen being administered. This is in contrast to a 

patient, the consumer at home, not understanding when 

acetaminophen is present in a combination product.  

It's a different consideration of risk and education. Right now, 

we're not focused on intravenous acetaminophen for this 

action, but we are, independent of this action, following 

closely to make sure that the appropriate labeling and 

information are available for that product in the setting in 

which it is used.  

     Medscape: Will this change necessitate a change in 

Drug Enforcement Administration scheduling guidelines? 

Can you speak to the original rationale for allowing 

combination products to be listed as Schedule III drugs, 

and permitting them to be refilled with orders submitted 

by phone or fax?  

     Dr. Hertz: Right now, the combinations that are Schedule 

III are those containing hydrocodone. The oxycodone 

combinations are Schedule II. Combinations with such drugs 

as tramadol are unscheduled. There's a variety of scheduled or 

unscheduled status for some of these acetaminophen 

combination products.  

     On the basis of the wording of the Controlled Substances 

Act, some opioid products, when in combination with a 

therapeutic dose of a nonnarcotic or nonopioid analgesic, are 

eligible for Schedule III. Because 325 mg of acetaminophen is 

what we consider a therapeutic dose, this change should not 

have an impact on scheduling.  

That said, the scheduling of hydrocodone products has been 

under a lot of scrutiny and review. But this action in itself 

would not otherwise affect the scheduling decision.  

     This action is independent of anything concerning 

scheduling. The scheduling of combination products as 

Schedule III is a really old decision. The concept of combining 

analgesics that affect different therapeutic targets is one of the 

underlying concepts. We reviewed the evidence for the 

contribution of acetaminophen to the efficacy of combination 

pain products before issuing the original guidance to industry. 

One of the questions examined by the 2009 advisory 

committee was whether or not there should even be 

combination opioid products.  

     We did find evidence of an increased analgesic effect as a 

result of combining something that might seem very mild -- 

such as acetaminophen -- with something more potent, such as 

an opioid. You do get an additive effect. The acetaminophen 

effect is not swallowed, if you will, by the opioid effect. There 

are not a lot of data out there, but there are definitely some 

that we found to show that there is a contribution.  

 

http://www.tylenolprofessional.com/assets/TYL_PPI.pdf
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>ADVERTS, NOTICES & SEMINARS<< 

>>SEMINAR/CONVENTION<< 
 

SEMINAR:            All In One Day, Clinical Evidence 

Based Practice of Chiropractic (12 hrs) 

SPEAKER: Dr. Mark A. Cymerint, D.C. 

WHERE: Ka’anapali Beach Hotel, Maui, HI 

WHEN:  Thursday, June 5, 2014  

CALL:  (949) 707-5785 

eMail:   markcymerintdc@gmail.com 
 

 

>>LOCUM TENENS DC<< 
Wanted: HI Licensed DC to fill in 6 hrs per day 

  2 to 3 days per week 

Call:  808-487-9999   Newtown Chiropractic 

Who:  Dr. Eugene Kitts, DC, ND 

e-mail:  newtownchiropractic@gmail.com 
 

 

>>PRACTICE FOR SALE<< 
Where:  South Maui, (Kihei) 

Seller:  Dr. Shana Amouyal (Wasserman), D.C. 

Info: Well established, 10 year practice, 

collecting $170K; Open 3 days/week 

 High visibility/high traffic; low overhead/ 

 High Income/High Net! 

Price: $138, 000 

Contact: mauibrenda@yahoo.com 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

>ADVERTS, NOTICES & SEMINARS<< 

>>SEMINAR/CONVENTION<< 
 

Seminar:  Cellular Regeneration Technique 

                Taught by founder Dr. Gina Kim, DC  

Where:     Wilcox Chiropractic 

                1958 Vineyard St., Wailuku, Maui 

When:      Sat & Sun, April 26 & 27, 2014, 9am-5pm 

Call:         808-871-6996 

Web:        www.cellularregeneration.com 

Cost:        $250 if paid by April 4; $300 after 

CEU's:     14 hours HI approved for DC's 
 

>>PRACTICE/EQUIPMENT FOR SALE<< 
Info:  DC RETIRING for Health Reasons 

Equipment: COX Flexion/Distraction Brown Leather 

  Zenith Leather 210 (drop) Gonstead mod. 

  Chattanooga 775 EMS 

  Gonstead Nervoscope 
  Norwegian Ergonomic Waiting Room Chairs 

  Hydraulic massage Table 

Living Earth Craft Massage Table 

Office Equip: Dr’s  & Secretary’s Desks 

  Wall Hangings, ART, Charts (Koa framed) 

  Articulated Spine, etc. etc., etc…. 

CALL:  Dr. Howard M. Martin, II, D.C. 

  (808) 327-9400  Kailua-Kona, HI 

***NO REASONABLE OFFER REFUSED*** 
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