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Responses to STATEMENT OF AJIT PAI, M.D. EXECUTIVE DIRECTOR, REHABILITATION AND PROSTHETIC
SERVICES VETERANS HEALTH ADMINISTRATION (VHA) DEPARTMENT OF VETERANS AFFAIRS (VA)
BEFORE THE COMMITTEE ON VETERANS’ AFFAIRS SUBCOMMITTEE ON HEALTH U.S. HOUSE OF
REPRESENTATIVES MARCH 21, 2024, prepared by James K. Wright, MD, Col, USAF, MC (Ret), and the
TreatNOW Coalition (Dr. Pai comments in blue, Drs. Harch and Wright and TreatNOW rebuttal
statements below)

VA, DoD, and others have conducted extensive research on the efficacy of HBOT on TBI, and the
research has found no support for this as an effective treatment (particularly for mild TBI).

Reply: This is a patently erroneous conclusion of VA and DoD researchers who conducted studies based
on disproven old scientific misunderstandings of hyperbaric oxygen therapy. In 2011 The Center for
Drug Evaluation and Research of the FDA informed the LSU research team that was preparing a
randomized controlled trial of HBOT in mild TBI/PTSD that hyperbaric oxygen therapy was composed of
two component “drugs”, barometric pressure and hyperoxia. This was new science first discovered in
1998 (Macdonald-Fraser)?, reaffirmed in 20032 and then again in 2008.3%. They instructed the research
team that a series of studies needed to be conducted in mTBI using different pressures and oxygen
doses as well as control groups that contained neither excess oxygen nor pressure. The subsequent LSU
RCT was conducted according to this recommendation with a single dose of hyperbaric oxygen therapy
and a true no-treatment control group. The four studies sponsored by the DoD or VA for the treatment
of mild TBI with hyperbaric oxygen acknowledged the FDA’s recommendation and examined eight
different doses of oxygen and pressure, but ignored the new science and FDA's indications for proper
control groups with no pressure or no excess oxygen. The four DoD studies used lower pressures and
doses of hyperbaric therapy that they erroneously called control groups, but which showed
improvement in two of the four studies (Wolf and Miller), deterioration in one study (Weaver), and no
effect in the fourth study (Cifu).>®”# All four of these DoD studies and 3 additional studies on HBOT in
mTBI with or without PTSD have now been analyzed according to the FDA and the new science of 1998,
2001, and 2008 in a peer-reviewed systematic review, showing effectiveness of HBOT in mTBI.%

In addition to the new science and proof of effectiveness it should be understood that the subjects in
the DoD studies and Harch trial'® were military members facing discharge for TBI, or members already
discharged from the military who had a strong disincentive to report subjective improvement because of
the potential for loss of VA benefits. In the VA Evidence Brief of 2019 on HBO therapy for TBI, it was
concluded with this statement: “When patients do not respond to and/or do not tolerate adequate trials
of multiple conventional therapy options and are considering emerging treatment options, offering
HBOT to Veterans with mild or moderate to severe TBI and/or PTSD appears reasonable — with careful
consideration of potential increased risk of certain harms. A small-scale clinical demonstration may
provide the opportunity to improve data collection on comorbidities, clinically relevant patient
outcomes, patient expectations, and documentation of the types and durations of previous and ongoing
treatments.!"”

The U.S. Army Textbook of Military Medicine, Part 1, Warfare, Weaponry, and Casualty, Volume 5,
Conventional Warfare. Ballistic, Blast, and Burn Injuries, as revised, 1990, Page 313, calls for the use of
Hyperbaric Oxygen chambers for veteran Blast Injuries. The DoD medical manual reflects over thirty
years of DoD medical acknowledgement of the safety and efficacy of HBOT for blast type TBI injuries.
This assertion further ignores the most recent findings by the UHMS and published research'? that
shows the misrepresentations in findings in the VA studies. While their conclusions say that HBOT does
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not work, their data say the opposite. And two of their Principal Investigators are on record in published
studies®3,!* attesting to its safety and efficacy: "This pilot study demonstrated no obvious harm [and]
both groups showed improvement in scores and thus a benefit. Subgroup analysis of cognitive
changes and PCL-M results regarding PTSD demonstrated a relative risk of improvement . . .. There is
a potential gain and no potential loss. The VA/Clinical Practice Guidelines define a “B evidence
rating” as “a recommendation that clinicians provide (the service) to eligible patients. At least fair
evidence was found that the intervention improves health outcomes and concludes that benefits
outweigh harm. . .. [emphasis added] Hyperbaric oxygen therapy for mild traumatic brain injury and
PTSD should be considered a legitimate adjunct therapy if future studies demonstrate similar
findings or show comparable improvement to standard-of-care or research-related treatment
modalities." [NOTE: subsequent worldwide studies already published and those underway show
comparable improvements.] http://bit.ly/2faBldN. In their own words, their studies have shown that
HBOT is both safe and effective: "Randomization to the chamber . . .. offered statistical and in
some measures clinically significant improvement over local routine TBI care." Also: ".... total
scores for [both] groups revealed significant improvement over the course of the study for both
the sham-control group .... and the HBO2 group...." Expert outside consultants to DOD declared
that "[HBOT] is a healing environment." The Army’s premier researcher, Dr. Scott Miller, says on the
Veterans Affairs web site: "People did get better and we can't ignore those results.” Dr. Paul Harch
has provided a much more thorough analysis of the shortcomings in the VA research.®

The VA own 5-year clinical program evaluation was not designed to examine or measure the efficacy of
HBOT as a treatment for PTSD, TBI, or any other indication; date relevant to determining the efficacy of
the HBOT as a PTSD or TBI treatment are being collected as part of the program evaluation.® Evidence-
based determinations regarding expanding access to or reimbursement for HBOT as a PTSD treatment
cannot be made based on the outcomes collected as art of the clinical program evaluation since it was

designed to evaluate administrative programmatic elements rather than clinical care or research
guestions.’

In fact, there is a strong clinical basis that HBOT is not recommended for treating TBI.

Reply: This clinical basis does not exist. Opinions have been published by DoD and VA spokespersons
that HBOT not be recommended based primarily on the refuted outdated science and erroneous
conclusions mentioned above, but also because of misperceptions on cost of hyperbaric treatment
discussed below. However, these opinions are contrary to the great bulk of anecdotal reports from
thousands of treatments as well as published trials in the US, China, and Israel showing HBOT to be
efficacious. None of this amounts to a “strong clinical basis” against HBOT. This comment ignores the
clinical work done in over 150 private TreatNOW Coalition clinics over the past 12 years. Over 31,000
patients, including over 12,000 Veterans — among them over 700 Special Operations Warriors — have
been successfully treated.

There is no evidence to support a sufficient basis for HBOT as a treatment for PTSD either.

Reply: The evidence is otherwise. Pooled data from the four DoD studies showed that HBOT was
effective in treating PTSD and further studies were recommended?. In the NBIRR study, subjects with
PTSD showed more significant improvement than TBI subjects without PTSD in several measures.?® HBOT
for PTSD has been shown to be efficacious and long-lasting (2 2 years) in patients resistant to other forms
of treatment.?’ Subjects with PTSD treated with HBO show increased brain activity?, and significant
improvement in somatic symptoms and quality of life?2. Subjects with PTSD also showed positive effects
in both behavioral and neurochemical profiles?.
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In this context, we are concerned that this bill could result in adverse health outcomes for
participating Veterans.

Reply: There is no evidence for this statement. HBOT has been used to treat neurological conditions
since 19362* (88 years) millions of times, is almost universally effective, and inherently safe when proper
protocols are followed, according to the DoD commissioned Consensus Conference on HBOT in TBL.?® In
an extensive longitudinal study of HBOT complication rates in San Antonio civilian multi-place facilities
from 1979 through 2001, 8,229 patients received 170,096 exposures to hyperbaric oxygen, from 6.0 ata
to 2.36 ata. There was a 1% complication rate over 22 years. There were no fatalities. (Note: The lowest
dose in these treatments is nearly 3 times the amount of oxygen per treatment than used for TBI or
PTSD.) “The top 10 reasons for removal from the chamber were: ear barotraumas (45/10,000
exposures), sinus barotraumas (8/10,000 exposures), claustrophobia/anxiety (7/10,000 exposures),
abdominal pain/diarrhea (5/10,000 exposures), nausea/vomiting (5/10,000 exposures), chest pain
(3/10,000 exposures), unable to auto inflate ears despite PE tubes (2/10,000 exposures), refusal to
continue treatment (2/10,000 exposures), seizure (2/10,000 exposures), and doctors/other
appointments (1/10,000 exposures).”?® Reviews of HBOT for TBI by the US military have concluded it is
safe?’28,

Further, this comment repeats an old trope that HBOT is “too risky.” Nearly ten years ago, Dr Carolyn
Clancy, writing for the VA, declared that “the risks of the procedure outweigh possible benefits.” This was
then and still is a puzzling comment from an organization that has overseen an estimated 109,000+
opioid deaths from 2005-2023 (16.6 per day) and the number continues to escalate yearly. An average of
105,875,335 opioid pills were delivered per year to the VA and if 877,253 Veterans were prescribed
opioids, that is an average of 121 pills for every Veteran (105,875,335/877,253). The effective CMS
opioid prescription rate if every single America was prescribed opioids equates to 1.49 opioid pills per
person for the year (489,161,282/326,971,407). There were 679,376 OUD Veterans in Q4FY2012 which
equates to an estimate of 156 opioid pills per Veteran per year (105,875,335/679,376). If we calculate
every Veteran enrolled in the VA healthcare system in 2012 was 5,680,374 it equates to 19 opioid pills
for every Veteran per year (105,875,335/5,680,374) as compared to the national Center for
Medicare/Medicaid Services average of 1.49 per person.

The VA declares, along with the DOD, that Suicide Prevention is its #1 clinical priority. Yet, instead of
using a proven safe and effective treatment for TBI, the VA has allowed over 146,000 suicides in the last
20 years. A primary cause of suicide by service members is untreated brain injury. TBI is a physical
wounding of the brain. Untreated and/or misdiagnosed brain wounds do not get “better.” Symptoms
may recede, but the underlying injury can fester for a long time, leading to behavioral, emotional,
physical, psychological, and spiritual breakdowns that can lead to violence and suicide. Hyperbaric
Oxygen Therapy is proven to significantly decrease suicidal ideation.?. Far too many VA-prescribed
drugs warn of suicidal ideation, yet the carnage is allowed to continue. And they have the temerity to
claim HBOT is too risky. HBOT is undoing the damage done by the VA underregulated, off-label
prescription risky and deadly prescribing behavior in the VA.

The bill also would result in significant burdens on Veterans in terms of the time commitment involved
in treatment and potential personal liability for portions of treatment that are not covered by VA (such
as travel or room and board, if applicable).
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Reply: The inconvenience of a two-month treatment regimen would seem to be preferable to a last trip
to the graveyard. Survivors of the treatments administered in the VA system, as well as the Intrepid Spirit
Centers, DVBIC, DCoE, PCS, the National Center for PTSD, and WRIISCs spend countless hours even
decades later trying to get help for ongoing symptoms associated with their untreated brain wounds. As
for the time commitment, HBOT for TBI or PTSD is usually 40 (sometimes more) treatments over a period
of about two months. However, when finished, many subjects are cured, and nearly all have significant
improvement. Most require no more treatment, though some may benefit from smaller (e.g. 10 HBOT)
months or years later. Compare this to the VA track record of permanent enrollment with unmet needs,
or little or no improvement for years, which has been confirmed by independent researchers3%32,
Admittedly, TBI and PTSD are difficult to treat, and why wouldn’t the VA be willing to use HBOT which
has been shown to reduce pain, depression, substance abuse, reduce the symptoms of TBI and PTSD as
well as improving the quality of life, and do all this with less or no need for other treatment? The
testimony of Dr. Pai worries about taking money from other programs in the VA to provide HBOT
treatment. It has been estimated that it would be a cost of $19.7 Billion if all 877,450 TBIl-wounded
Veterans received 80 HBOT treatments. Continuing with the failed pharmacology and talk therapy
treatment protocols [still in place after two decades that led to 146,000 suicides] results in an estimated
Veteran re-occurring annual lifetime economic impact of $4.7 Trillion. Over the 40-year lifetime of a TBI
Veteran treating versus not treating brain wounds is less than 0.42 percent of the total impact cost to
not treat all TBI Veteran. It should also be said that HBOT pays for itself by returning billions to the
bottom line due to a simple fact: HBOT treatment allows Veterans to get off almost all their prescription
medications and, in many cases, return to the workforce.

VA proactively began the clinical program evaluation to understand the logistical and administrative
requirements and barriers for providing this treatment for these indications, which are considered
“off-label” because they have not been approved by FDA.

Reply: Levels of evidence®?

Level | Type of evidence

1A Systematic review (with homogeneity) of RCTs

1B Individual RCT (with narrow confidence intervals)

1c All or none study

2A Systematic review (with homogeneity) of cohort studies

2B Individual Cohort study (including low quality RCT, e.g. <60% follow-up)

2C “Qutcomes” research; Ecological studies

3A Systematic review (with homogeneity) of case-control studies
3B Individual Case-control study

4 Case series (and poor quality cohort and case-control study

Expert opinion without explicit critical appraisal or based on physiology bench research or

“first principles”

VA's clinical program evaluation found that fewer than half of the Veterans referred completed the full
course of HBOT treatment.

Reply: This is common among all forms of treatment for PTSD*. In the NBIRR study, we found a

completion rate of 71%, and many of those who did not complete all components withdrew early
because they achieved resolution of symptoms>*. Further, the so-called “program evaluation” was
hampered by resistance from a majority of the VA facilities over a three-year period. A handful of
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participating clinics sent no patients for treatment and the participating clinics had to fight internal VA
resistance to even telling patients that the treatment was available. Left unspoken here is that the
patients who did participate to the end were successfully treated. Of the 26 Veterans who completed
HBOT treatment, VA clinical providers at the participating sites provided CCl with outcomes from the
routine clinical mental health assessments of six (6) Veterans. ** The VA clinical mental health
assessments were only conducted on 23 percent (6/26) of the 26 Veteran participants in the survey and
CClI did not receive any outcomes related to TBI symptom assessments.3®

Some Veterans were not interested in engaging or continuing treatment due to the treatment
schedule (appointments are scheduled for 1-2 hours per day, 5 days a week, for 4-8 weeks) and

the need to travel or because of the availability of evidence-based treatment alternatives. We
anticipate that similar results could occur if this bill were enacted, in which case Veterans would be
delayed in receiving evidence-based care to treat their conditions.

Reply: Some clinical facts here are illustrative of what is happening. Marines in Wounded Warrior
Battalions (WWB) have available to them nearly every treatment DOD medicine can provide. Still,
despite sometimes months in the WWB, Marines languish with career-ending TBI/PTSD symptoms,
frequently without accurate diagnoses of their brain wounds. For over two years, the WWB/East has
been referring Marines — medically retiring and active duty — to the Extivita clinic in Durham NC [see
https://www.extivita.org/ ]. All funding and logistics are managed by volunteers in collaboration with the
Care Coalition at Camp Lejeune. Over twenty Marines have had their lives transformed by the HBOT
treatments. It would seem prudent to ask those Marines and their families how onerous the logistics
were. Moreover, many of them will speak to the unspeakable failures that led to the suicides of their
battle brothers who were never told that HBOT exists. Since the VA has no hyperbaric chambers, the bill
allows for local treatment in one of the 1,156 hospitals with hyperbaric oxygen therapy Wound Care
Centers with thousands of HBO chambers available in the US. This would be a great savings in time and
travel for those receiving treatment. And we have a plan to return the VA to national heroes in all this by
gaining from economies of scale when installing large multi-place HBOT chambers such as the 20-person
facility at Travis AFB.

VA and DoD have developed evidence-based clinical practice guidelines (CPG)*’ for both TBI and PTSD.

Reply: The VA rejection of HBOT is biased in favor of other treatments, some of which have poor
evidence of efficacy. For PTSD the VA offers four treatments in addition to psychopharmacology:
Cognitive Processing Therapy (CPT)%*, Prolonged Exposure (PE), Cognitive Behavioral Conjoint Therapy
(CBCT), and Eye Movement Desensitization and Reprocessing (EMDR)*°. Of these, only CPT and EMDR
were found to be definitely effective in a recent review, while PE and CBCT were found to be “probably
superior” to no treatment?’. Six randomly controlled trials of HBOT for TBI have shown significant
efficacy of the treatment®l-42 43444546 - pAdditionally, there is a plethora of good evidence from other
reports as well as from the thousands of veterans and non-veterans with TBI who have claimed benefit
from HBOT, with some becoming completely well. In 2016, Dr. Figueroa and Dr Wright stated that there
was sufficient evidence to support the use of HBOT for the treatment of TBI*’. Since then, much
additional evidence has been accumulated. The current VA and DoD ARE NOT following their own
Military Medicine textbook recommendation for blast exposed injuries and the use of HBOT as shared in
the first paragraph.
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The CPGs for PTSD found there is insufficient evidence to recommend for or against HBOT as a
treatment for PTSD.

Reply: The evidence supports the use of HBOT for PTSD. In the NBIRR study, to which | contributed, the
subjects with PTSD improved more markedly than the subjects with TBI without PTSD*®. The Israeli’s
have provided us with excellent evidence for the efficacy of HBOT in treating PTSD***%°1, Even the DoD
clinical data supports the use of HBOT for PTSD (“Pooled DoD data analyses indicated trends toward
improvement favoring HBO2 for PCS... with a greater HBOZ2 effect in mTBI-associated PTSD suggested.
Continuing to depend on CPGs that are outdated and ineffective is part of the reason so many Veterans
appeal for HBOT treatments.

77)52

The CPGs for TBI strongly recommend against the use of HBOT for the treatment of patients with
symptoms attributed to mild TBI. Reviews of available research found no evidence of improved
symptom severity and only a mixed effect on quality of life. When HBOT was compared to a sham
intervention (effectively, a placebo treatment), HBOT actually was associated with

decreased quality of life at long-term follow up at 2 and 3 years.

Reply: This argument continues the repetitive reliance on disproved “sham” treatment. The VA/DOD
studies were dosing studies and the data reveal improvements. Published clinical studies continue to
show safety, efficacy, and relief of dozens of symptoms as Dr. Paul G. Harch meta-analysis depicts.

In addition to the lack of patient improvement, the use of HBOT after mild TBI may have harmful
impacts, including seizures.

Reply: This is scare mongering, given the rare risk of occurrence of seizures with HBOT. Seizures can
occur with HBOT from oxygen toxicity, but it is rare (1 in 5000 treatments in patients with other illnesses
than TBI)* and only seen with high doses of HBOT in patients in extremis and those with active seizure
disorders. This has not been reported in any study on chronic mTBI and PTSD. When an oxygen toxicity
seizure dose occurs, it is easily controlled by switching to air in the breathing mix, and usually has no
sequelae ,and requires no further treatments. In TBI/PTSD treatment, the amount of oxygen used is less
than the seizure-provoking dose and no reports of seizures are known in the thousands of TBI and PTSD
HBOTs. The canard about “too risky” does a disservice to the hundreds of thousands of Veterans who
were subjected to infinitely more high-risk environments fighting for our freedom, and who continue to
fight for recognition of their wounds while being subjected to prescribed overdoses and drugs that warn
of the risk of suicidal ideation. It would be hard for an independent observer to conclude that over a
quarter million Veteran deaths due to over prescriptions and suicides is less risky that a treatment that,
when normally used, has virtually no risk.

Emerging treatments are often marketed to patients struggling with chronic symptoms, and providers
need to understand the potential negative impacts that referrals for unfounded treatments can have
on the provider-patient relationship. The CPGs explain that when treatments do not work, it may lead
to disappointment, damage to a patient’s trust, an increase in the likelihood of the patient taking on a
“sick role,” and even harm to the patient.

Reply: This is another misguided opinion resulting from the bad science and erroneous conclusions
(“unfounded treatments”) enumerated above. Improvement in symptoms of TBI/PTSD with HBOT is
nearly universal and recipients are thrilled, grateful, and benefit from an improved quality of life. We
have never heard of any of the above negative consequences happening after HBOT for TBI/PTSD. What
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we experience with virtually every Veteran who comes to HBOT after abandoning the VA is that they
exemplify what Dr. Pai’s statement avers: their treatment in the VA has led to “disappointment, damage
to a patient’s trust, an increase in the likelihood of the patient taking on a “sick role,” and even harm to
the patient.” View just a few of the testimonials of Veterans who have been successfully treated with
HBOT to get a sense of what they experience in the VA and convey to us: denial, delay, deception, drugs,
depression, death. See: https://www.youtube.com/@treatnowdotorg/videos

Given the evidence of harm in the literature and FDA'’s findings, the CPGs conclude that HBOT is not
currently identified as a safe or effective treatment after mild TBI.

Reply: The FDA reports “HBOT appears to be well-tolerated by patients with chronic mTBI”>*, Simply
listing the risks attributed to HBOT is an oversimplification of the proven safety of HBOT for TBI/PTSD. If
all FDA-approved drugs and devices had to defend themselves every time a patient got a prescription, it
would see the end of prescription medicine while patients worried about all the risks ever mentioned for
such drugs as aspirin, statins, and weight loss, let alone those with black-box labels warning of suicidal
ideation. Those “risks,” or “harm” are small to vanishing in the majority of cases. And no Veteran has
been even close to permanently harmed using HBOT, in contrast to the quarter million Veterans no
longer with us due to suicide and prescribed drug overdoses.
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