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FACT SHEET ON FDA WARNING ON CORTICOSTEROID INJECTIONS 
 
On April 23, 2014 the U.S. Food and Drug Administration issued a Safety Alert warning that injection of 
corticosteroids into the epidural space of the spine may result in rare but serious neurologic problems, 
further, it also states that they are not effective. 
 
While the FDA is justified in issuing such warnings, this specific warning is based on inappropriate 
interpretation of data. Almost all the complications have occurred in the patients undergoing 
transforaminal epidural injections and majority in the cervical spine (neck). There are 2 types of epidural 
injections; one is known as interlaminar, or caudal, which enters the epidural space directly; whereas 
transforaminal epidural injections are placed over the nerve root close to the ganglion. A radicular artery 
accompanies the nerve and injections may be placed into the radicular artery or radicular artery may go 
into spasm with an injury to the artery. In either case, all the complications are limited to these injections 
and the infection issues are related to New England pharmacy and others. Majority of these issues are 
related to poor training and improper techniques utilized; however, FDA does not discriminate these and 
they have dumped all epidural injections into one category. (Manchikanti L, et al. Accountable 
interventional pain management: A collaboration among practitioners, patients, payers, and government. 
Pain Physician 2013; 16:E635-E670.) 
  
In reference to the growth of epidural injections, they have been growing at a lot slower pace compared to 
other interventional techniques. Overall epidural injections have increased 130% or 7.5% annually from 
2000 to 2011, which includes all epidural injections. This is much less than other interventions such as 
facet joint interventions which have increased 308% and sacroiliac joint injections have increased 331%.  
  
As shown below, with addition of statistics for 2012, overall increase of epidural injections has been 
119% per 100,000 Medicare recipients or 6.7% annually, which is a slight decrease from previous years.  
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Misinterpretation and Misclassification of Explosive Growth: Epidural Injections 

Year Interlaminar Epidurals Transforaminal epidurals All Epidurals

  Services Rate Services Rate Services Rate

2000 694,103 1,751 145,371 367 839,474 2,118

2001 787,098 1,966 201,936 504 989,034 2,470

2002 886,036 2,188 286,212 707 1,172,248 2,894

2003 948,641 2,307 394,188 958 1,342,829 3,265

2004 1,008,823 2,418 603,064 1,445 1,611,887 3,863

2005 1,087,002 2,558 660,769 1,555 1,747,771 4,113

2006 1,093,709 2,524 750,473 1,732 1,844,182 4,255

2007 1,082,444 2,445 832,783 1,881 1,915,227 4,327

2008 1,071,055 2,359 946,077 2,083 2,017,132 4,442

2009 1,063,669 2,322 1,048,842 2,290 2,112,511 4,612

2010 1,073,171 2,288 1,132,136 2,413 2,205,307 4,701

2011 1,114,458 2,375 1,174,755 2,504 2,289,213 4,879

2012 1,138,569 2,292 1,166,424 2,348 2,304,993 4,639

Change from 2000 to 2012  64% 31% 702% 540% 175% 119%

GA 4.2% 2.3% 18.9% 16.7% 8.8% 6.7%

  
GA – Geometric average annual change 
  
When you look at further data, all interlaminar epidural injections increased 31% or 2.3% annually from 
2000 to 2012, this includes cervical and thoracic spine.  
  
On the same token, transforaminal epidural injections performed in the neck and low back have increased 
540% or annually 16.7% from 2000 to 2012. As you see, almost all of the complications are from the 
transforaminal epidural injections have been related to faulty technique, placing the needle in to the 
radicular artery and injecting medication. (Atluri S, et al. Needle position analysis in cases of paralysis 
from transforaminal epidurals: Consider alternative approaches to traditional techniques. Pain Physician 
2013; 16:321-334.) 
  
It is ironic that the FDA has chosen to approve the opioid Zohydro since opioid-related overdose deaths 
are 16,000 deaths per year, even more than motor vehicle accidents and despite their own advisory 
committee having voted 11 to 2 against the approval. The committee called for additional safeguards 
against inappropriate use and diversion. All the scientists and physicians on the committee voted against 
it. Now 29 state attorney generals have requested that FDA reconsider its approval of Zohydro. There are 
bills in the house and senate to ban this drug. 
  
The FDA is misinformed and they are using incorrect data. As such, Institute of Medicine (IOM) stated 
that there are 100 million people suffering with chronic pain, they used that as the basis, but IOM also 
stated that there was no proven efficacy of opioids on long-term basis.  
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However, the data is flawed. The chronic pain is different from all other issues. The data IOM used from 
Gaskin and Richard from Johns Hopkins University showed that moderate and severe pain was present in 
43.9 million.  
  
The entire philosophy of the FDA is based on misinterpretation of chronic pain patients. The FDA quotes 
that there are a hundred million chronic pain patients requiring opioids. This data is derived from the 
Institute of Medicine report on chronic pain which in essence was derived from 2 authors from Johns 
Hopkins. The report is inaccurate in many aspects. 
  

The data comes from Gaskin and Richard (Gaskin DJ, Richard P. The economic costs of pain in 
the United States. J Pain 2012; 13:715-724) from Johns Hopkins who estimated the cost of 
chronic pain as $560-$635 billion. Gaskin and Richard defined persons with pain as follows:  
  

1.   Persons who reported that they experience pain that limited their ability to work. 
2.   Persons who were diagnosed with joint pain or arthritis. 
3.   Persons who had a disability that limited their ability to work. 

  
Thus, we are quite certain the IOM missed the point. The FDA should have isolated the issue and 
known that joint pain arthritis and functional disability have been treated with numerous 
modalities of treatments including extensive drug therapy and multiple total joint replacements 
including spinal fusion costing for Medicare as high as $30,000 per case and even back surgery if 
that is reported as joint pain.  

  
The expenses are as shown below with moderate and severe pain costing approximately $100 
billion a year remaining expense are for other conditions. Remaining costs are related to 
productivity and multitude of other disorders including diabetes, bronchial asthma, and other 
disabilities. Overall the total costs were approximately $300 billion without indirect costs.  
  

  
Total incremental costs of medical expenditures for selected pain conditions (in millions of US$ 
2010 and millions of persons). 

 
  
As you see from the table above, for moderate and chronic pain, the total health care costs in the 
United States are less than $100 billion. This is supported by other studies such as by Martin et al 
(JAMA 2008; 299:656-664 and Spine (Phila Pa 1976) 2009; 34:2077-2084). 
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In reference to the effectiveness of steroids, properly conducted randomized trials and systematic reviews 
as well as guidelines have shown significant long-term effectiveness of steroids. 

  
Manchikanti L, et al. An update of comprehensive evidence-based guidelines for interventional 
techniques of chronic spinal pain: Part II: Guidance and recommendations. Pain Physician 2013; 
16:S49-S283. 
  
Manchikanti L, et al. Do epidural injections provide short- and long-term relief for lumbar disc 
herniation? A systematic review. Clin Orthop Relat Res 2014 Feb 11. [Epub ahead of print]) 
  
Bicket M, et al. Epidural injections for spinal pain: A systematic review and meta-analysis evaluating 
the “control” injections in randomized controlled trials. Anesthesiology 2013; 119:907-931. 
Pinto RZ, Maher CG, Ferreira ML, Ferreira PH, Hancock M, Oliveira VC, McLachlan AJ, Koes B. 
Drugs for relief of pain in patients with sciatica: Systematic review and meta-analysis. BMJ 2012; 
344:e497. 
  

However, when they performed flawed analysis, they showed no positive effects. Even then, they also 
showed similar effects with local anesthetics. We also looked at the effectiveness of epidural steroid 
injections with epidural local anesthetic injections. They seem to have similar effectiveness. 
Consequently, it is proven that they have significant effect. However, there are no studies showing 
effectiveness of the cervical transforaminal epidural injections. Overall it is extremely important that we 
use proper selection criteria and appropriate training to perform these procedures. The administration has 
chosen to liberalize these so that nurse anesthetists can do the procedures also along with others without 
appropriate training. We are recommending that even pain physicians should have vigorous training 
before doing these procedures.  
  
Recent cuts by CMS for interlaminar epidural injections essentially will shift some of these procedures 
from safer procedures to risky procedures. (Manchikanti L, et al. Declining value of work of 
interventional pain physicians. Pain Physician 2014; 17:E11-E19) 
 


