file_0.jpg

file_1.bin



July 1, 2010

Food and Drug Administration
Center for Devices and Radiological Health
10903 New Hampshire Avenue, Bldg. 66, rm. 3543, 
Silver Spring, MD 20993
Attention: 		Bakul Patel
			bakul.patel@fda.hhs.gov

Federal Communications Commmission, 
445 12th St., SW, Room 7-C140
Washington, DC 20554
Attention:		Bruce Romano
bruce.romano@fcc.gov


Re:	               FCC Docket No. ET 10-120
                           FDA Docket No. FDA-2010-N-0291

Federal Communications Commission (FCC) and Food and Drug Administration (FDA) to Hold Public Meeting on Regulatory Issues Arising from Health Care Devices that Incorporate Radio Technology Wireless Communications Networks

This letter of comment is submitted to address the joint FDA/FCC hearing on topics including “challenges and risks posed by the proliferation of new sophisticated medical implants and other devices that utilize radio communications to effectuate their function, as well as challenges and risks posed by the development and integration of broadband communications technology with health care devices and applications.  The FDA and FCC are holding this public meeting to gather information on a number of questions regarding regulatory challenges and safety for patients and other users of medical devices that include radio elements and of systems that can be tied into broadband communication networks.”

As the FDA/FCC invitation summarizes “(T)here have been significant developments in recent years in medical and health care devices using radio technology to monitor various body functions and conditions, including critical elements, and to deliver treatment and therapy.  There has also been an increasing proliferation of devices using established commercial communications networks, including those providing Internet connectivity, to communicate with care providers.  Mobile devices like smartphones and personal digital assistants (PDAs) are transforming the transmission of information used by physicians to help manage patient care, including communication networks to relay information for patient health monitoring and decision support.”
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Published scientific papers document interference with critical care medical equipment.  How can we address the proliferation of wireless exposures in healthcare and other environments to which people are routinely exposed – and have the US agencies involved in this issue continue to approve new devices that will predictably malfunction in such environments?

Even more unreasonable are the federal mandates for wireless broadband and smart grid (wireless smart meters) that will massively increase wireless exposure for the general public in a widespread and involuntary manner.  

Rather than revisit and update the existing and inadequate FCC public safety limits, the FCC has refused to consider new science that documents evidence for the need to change the existing safety limits for chronic, low-intensity exposure.  The existing FCC public safety limits are inadequate to address health effects of new wireless technology exposures and to protect the public in general, and sensitive populations like those with medical implants specifically.

There are two reasons that RFR from wireless technologies may place healthcare and patients and visitors to health care facilities at greater risk for harm from RFR exposure.  First, chronic exposure of healthcare workers in the workplace may lead to adverse health and cognition impacts, and thus interfere with job effectiveness.  In the long-term, it may also lead to illness.  Second, there may be interference with the proper operation of critical care equipment for patients.  Implanted pacemakers, defibrillators, and neurostimulators (used to treat the neurological symptoms of, for example, Parkinson’s disease) may be stopped or altered by electromagnetic interference from RFR.  

Van der Togt and colleagues found that RFID technology can disrupt the functioning of critical-care equipment such as external pacemakers, ventilators, medication pumps, and dialysis machines (van der Togt et al., 2008).   Wallin, Marve and Hakansson (2005) report that electromagnetic fields have shut down, or created interference and distortion on monitors in hospitals where critical care and life-support equipment is used (such as ventilators, infusion pumps and monitors).

Protections afforded people with disabilities (ADA protections) are violated every day with respect to people who suffer from exposure to RF as it affects their mobility, transportation opportunities, shopping for food and other necessities, and employment and educational opportunities.  Federal dollars that go for transportation and education may be questioned if the rights of ADA people are violated (there are 20 million people in the US with medical implants who may suffer impairment, malfunctions or limitations on access because of wireless interference).   One professor with a neurological disease cannot safely travel to Washington DC because his medical implant reacts adversely to the heavy RF emissions encountered in airline travel.  The answer is not just hardening the implants alone (like had to be done with pacemakers that were subject to RF interference), because these emissions are harmful not only to the operation of electronics in medical implants but to the human beings themselves.

A woman with Parkinson’s who has two implanted neurostimulators will also file testimony describing how RFID scanners and her deep brain stimulator malfunction.
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“(D)uring a visit to the ED, a nurse used a wireless scanner to scan an RFID tag on the pain medication she was giving me. Within minutes, my Parkinson’s motor symptoms reappeared. I suspected the scanner but couldn’t be sure that I had been ‘turned off’ until I left the hospital. Sure enough, one of my neurostimulators was off. They have also been turned off by security systems, theft-detection equipment, and other electronic devices.” Jackie Hunt Christensen, June 29, 2008, StarTribune.com Minneapolis-St. Paul at www.startribune.com/opinion/commentary/22122349.html

Electromagnetic radiation not only has the potential to interfere with the proper mechanical functioning of critical care equipment in hospitals, but may also be harmful to the nervous systems of ill patients. Bellieni and colleagues determined that even the very-low-intensity electrical fields emitted by incubators decreased heart rate variability in
newborns. (Bellieni, 2008) 

What the FCC Should Do About Radiofrequency and Microwave Radiation Wireless Risks 

The FCC should communicate to the Obama administration that concerns exist (both scientific and public concerns) over whether people are protected from essentially uncontrolled proliferation of new wireless emissions.

The FDA should advise the Obama administration that ignoring health risks likely to arise from all types of wireless medical devices and wireless emissions from cell phones, cordless phones, PDAs, wireless laptops and routers, security gates in stores, and hundreds of other sources will have high economic costs for health care.

The FCC needs to formally recognize the inadequacy of existing safety limits for the general public in light of the proliferation of new wireless technology emissions.  There has never been an adequate response by the FCC to the RFIAWG letter of 1999 where federal agencies told the FCC its limits were not seen as sufficiently protective of public health with respect to pulsed RF and to chronic exposures (as compared to acute exposures).  Waiting more than a decade to heed the warning of sister agencies, all with some expertise in the wireless safety standards issue, is inexcusable.

The long delays posed by stagnation of the National Toxicology Program to conduct and conclude a study of RF as a potential carcinogen is equally unacceptable. The National Toxicology Program (NTP) is a part of the National Institute for Environmental Health Sciences, National Institutes for Health.   Public and agency comment was (long ago) solicited on whether to add radiofrequency radiation to its list of substances to be tested by NTP as carcinogens.  In February 2000 the FDA made a  recommendation to the NPT urging that RF be tested for carcinogenicity (website at www.fda.gov.us).  The recommendation was based in part on written testimony stating:

“  Animal experiments are crucial because meaningful data will not be available from epidemiological studies for many years due to the long latency period between exposure to a carcinogen and the diagnosis of a tumor.
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“There is currently insufficient scientific basis for concluding either that wireless communication technologies are safe or that they pose a risk to millions of users.”

“FCC radiofrequency radiation guidelines are based on protection from acute injury from thermal effects of RF exposure and may not be protective against any non-thermal effects of chronic exposures.” (emphasis added)

In March of 2003, the National Toxicology Program issued a Fact Sheet regarding its toxicology and carcinogenicity testing of radiofrequency/microwave radiation.  These studies will evaluate radiofrequency radiation in the cellular frequencies.

“The existing exposure guidelines are based on protection from acute injury from thermal effects of RF exposure.  Current data are insufficient to draw definitive conclusions concerning the adequacy of these guidelines to be protective against any non-thermal effects of chronic exposures. “

This NTP delay should not be a reason for the FCC to delay reasonable and prudent actions on public safety standards, since the FCC keeps approving new exposure sources.   The FCC’s willingness to sell more spectrum to industry, massively increasing RF exposures for the public without any real warning or consumer advice, and then keeping a lid on efforts to update safety standards for these new wireless exposures casts a very dubious light on the FCC.

The FCC further needs to address the pressing need to halt the deployment of new, ubiquitous sources like smart meters and wireless broadband.  Other alternatives without RF wireless health concerns are available.  The FCC should immediately open a proceeding to reconsider and update standards.  It should no longer rely on professional society recommendations from IEEE or ANSI that reflect more engineering expertise than biological expertise in predicting adequate safety standards.  The standards should no longer be set by industry based on what it needs to develop and market new wireless gadgets.  An independent body of experts that is not overly weighted with industry and military interests is vital to a successful effort, and it should include stakeholders and members of the public.

What the FDA Should Do About Radiofrequency and Microwave Radiation Wireless Risks 

The FDA should communicate to the Obama administration that concerns exist (both scientific and public concerns) over whether people are protected from essentially uncontrolled proliferation of new wireless emissions.

FDA should advise the Obama administration that ignoring health risks likely to arise from all types of wireless medical devices and wireless emissions from cell phones, cordless phones, PDAs, wireless laptops and routers, security gates in stores, and hundreds of other sources will have high economic costs for health care.
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The FDA should advise the Obama administration that a large financial commitment to wireless broadband is premature, and may result in higher health care costs and costly retrofitting later that are otherwise preventable with existing alternatives.  Stick with wired broadband solutions.

The FDA should advise the Obama administration there will be preventable economic costs and health risks likely to be associated with broadband over powerline (BPL), SmartGrid wireless technologies, and mandated use of compact fluorescent bulbs for energy conservation. All pose potential health risks from chronic exposure to low-intensity RF/MW.

The FDA should take formal note of the BioInitiative Report and other recent studies that establish the existence of low-intensity ELF- and RF effects and so advise the FCC.
The FDA should formally recognize the three fundamental conclusions of the BioInitiative Report. 1) Low-intensity effects are conclusively established (effects that occur at exposure levels far below existing safety standards); 2) Existing FCC and ICNIRP standards are obsolete; and 3) New, biologically-relevant public safety limits are needed with respect to new wireless technologies and for extremely-low frequency power fields (60-Hz power frequency fields) from power lines, appliances and electrical wiring.

FDA should advise the FCC on the need for new, biologically-relevant public exposure standards for cell and cordless phones, and other wireless devices (PDAs).

What the FDA Should Do About Communicating Cell Phone Risks to the Public
(Cell Phones and ‘smart phones’ are being developed and deployed as part of medical surveillance and reporting in healthcare environments).

FDA cannot make a positive assertion of safety on long-term cell and cordless phone use and should amend its advice to agencies and to the public accordingly.  The FDA require notification to all prospective healthcare workers and patients that use of a cell phone may compromise health.

FDA should amend its website with updated cautions to the public about long-term brain tumor and acoustic neuroma risks.  Most importantly, the FDA should remove the inaccurate and misleading “all clear” it posted on May 17, 2010 on the results of the final INTERPHONE study.  The results of the INTERPHONE study confirm earlier studies reporting increased risk of glioma with 10 years or more of use, with 1640 or more hours of use, and those risks are greatly increased (to 96%) when the phone is used mainly on one side of the head.  The study also found increased risk for tumors on the side of the head mostly used for cell phone calling.


file_10.jpg

file_11.bin



The FDA should issue a warning advising against the routine use of cell phones by children.

The FDA should promote wired alternatives to wireless internet for schools – take a ‘wait and see’ position on new wireless technologies.

The FDA should establish a policy that selects for a public-health based standard of evidence for judging the science. It should reject the demonstration for scientific certainty of harm from cell phone use and other wireless exposures as a basis for taking preventative action and issuing interim warnings.  The FDA will be hard-pressed to explain why no cautionary warnings were issued for health impacts that could have been greatly reduced or avoided entirely. The FDA should get ahead of this curve and avoid unnecessary costs to the healthcare system, unnecessary deaths and medical costs, and unnecessary investment in wireless technologies that will have to be replaced at high cost later. The FDA is vulnerable to charges of “too little-too late”, of being overly deferential to industry at the expense of the public’s health and children’s safety.  It will be far less costly to implement safer, wired technologies today than to replace them later, once costs to the health care system become apparent. Early action to choose non-wireless (wired) alternatives can prevent much of this economic shock wave.

FDA cannot rely on “the NAS research program” or the NTP toxicity evaluation of RF to justify inaction. These programs are an insufficient response, are not proportionate to the risks involved, and provide no cover to FDA for positive assertions of safety that are no longer credible.

Measures to reduce cell and cordless phone exposures are available, and would very likely reduce risk of brain tumors. The FDA should discuss strategies for emissions reduction with cell phone manufacturers.

The FDA should take action to highlight these “early warnings” and recommend precautionary and preventative action that is proportionate on its consumer advise page.

The public health costs given the millions of users, and more millions affected by second-hand radiation will be enormous.  The FDA stands to suffer loss of reputation and credibility if it fails to enact/recommend preventive actions that are proportionate to the current knowledge about NIER. The cost of inaction is too high given the existing body of international scientific and public health evidence we have available today. Potential public health consequences may reasonably include chronic inflammatory diseases, cancer, neurological diseases, addiction and sleep disorders (with corresponding loss of cognitive function, judgment, behavioral problems, loss of healing ability, loss of cancer surveillance, interference with metabolism.
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Other governmental agencies around the world have already issued various cautions and precautionary advice to the public on wireless exposures. The governments of Belgium, France, Germany, Finland, Lichtenstein, Austria, Switzerland, Greece and Sweden have already taken public positions encouraging precautionary action. Medical associations in many countries have issued resolutions that warn the public of risks from cell phone use and other wireless technologies like WI-FI and wireless internet. The FDA will have to explain to Congress and the public why it continues to adhere to outdated policies and ignores mounting evidence of health risks.

It has been the same for most environmental carcinogens – that change comes when political will dictates change: not when the science conclusively proves an effect. An FDA failure to act in a timely and proportionate way will be judged to be complicit concealment on behalf of industry interests. The FDAs activities will be seen as cosmetic and enabling to the industry at the expense of public health and well-being, if it ignores the global shift to precaution on EMF.   Your  agency cannot afford to ignore the potential health effects of chronic, indiscriminate exposures to ELF and RF – it has the potential to be another “Vioxx” moment for FDA. Public trust is already stretched thin over FDA failures to protect the public.


Respectfully submitted,

Cindy Sage
Sage Associates
Santa Barbara, CA 93108
sage@silcom.com


References: 

van der Togt, R., van Lieshout, e., Hensbrock, R., Beinat, E., Binnekade, J.M., & Bakker, P.J.M.  (2008).  Electromagnetic interference from radio frequency identification inducing potentially hazardous incidents in critical care medical equipment. Journal of the American Medical Association, 299 (24), 2884-2890.

Wallin, M., Marve, T., & Hakansson, P.K.  (2005).  Modern wireless telecommunication technologies and their electromagnetic compatibility with life-support equipment.  Anesthesia &  Analgesia, 101, 1393-1400.


Bellieni C, et al. Electromagnetic fields produced by incubators influence heart rate variability in newborns. Arch Dis Child Fetal Neonatal Ed 2008; 93(4):F298-301.

Jackie Hunt Christensen, June 29, 2008, StarTribune.com Minneapolis-St. Paul at www.startribune.com/opinion/commentary/22122349.html


