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Amniotic Fluid May be Safe and Effective Alternative to Hyaluronic Acid for
Osteoarthritis Pain: Interim Results

March 19, 2015, NATIONAL HARBOR, Md. — An early snapshot of study outcomes suggests
that the use of a processed amniotic fluid allograft may be safe and effective for the treatment of
knee osteoarthritis (OA) as an alternative to hyaluronic acid (HA). Longer-lasting benefits with
less risk of complications were reported today in a scientific poster presented at the 31 Annual
Meeting of the American Academy of Pain Medicine.

“AmnioClear LCT is demonstrated in this study to offer pain and functional improvement that is
greater at 13 weeks than at 30 days; thus it appears to offer longer-lasting relief at a higher
level,” said lead author Didier Demesmin, M.D., a pain management specialist with the
University Pain Medicine Center in Somerset, N.J.

“It also demonstrated much lower incident of pain, swelling or inflammation compared to other
injections,” said Noreen Rana, M.P.H., research director at the center.

The most common form of knee arthritis is OA in which the cartilage wears away in a gradual
process with pain that worsens over time, according the American Academy of Orthopaedic
Surgeons (AAOQOS). Steroids, which may offer quick transient pain relief but are not
recommended for repetitive use, and HA are standard alternatives to surgery. HA is a naturally
occurring substance found in the synovial fluid, which lubricates the cartilage and reduces
friction in the joint. The FDA approved HA knee injections starting in the 1990s, and they are
frequently performed.

Yet the effects of HA decline after 7 weeks for a single injection or 12 weeks with multiple
injections, the study authors said. Further, the Centers for Medicare and Medicaid Services
(CMS) and AAOS have questioned the effectiveness of hyaluronic acid in the treatment of knee
OA in patients over 65 and in the general population (Newberry et al, AHRQ Technology
Assessment, Draft: Project ID: DJIDTQO913). In a 200-page Technical Assessment of HA in OA
knees, CMS collaborated with the Agency for Healthcare Research and Quality to perform a
meta analysis of the literature. They concluded that evidence was inconclusive to determine
whether HA knee injections led to clinically meaningful improvement.
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“Payer coverage has started to decline as a result of the AAOS recommendation, and many
believe the CMS Tech Assessment will eventually cause further and more severe decline in HA
coverage,” Demesmin said.

As an alternative, investigators looked at amniotic fluid, noting its similarity to the synovial fluid
in that both protect and lubricate the contents of a closed environment. Furthermore, the
transplant of fetal membranes and fluid from one individual to another is not new and has been
used to treat orthopedic conditions (Trelford et al, Am J Obstet Gynecol 1979;134(7):833-45).
The cushioning action of amniotic fluid for the fetus is the same — “homologous,” as the FDA
terms it -- function in a recipient’s knee, Demesmin said.

“This all-natural supplement alternative to synthetic treatments and the anti-inflammatory nature
of amniotic fluid is precisely what painful OA knees need.” Demesmin added that HA is FDA-
cleared only for use in the knee, while the amniotic injection can be used in any synovial joint.

In this single-arm, prospective, multi-center, post-marketing study, a cohort of registry enrollees
with a diagnosis of Grade 1, 2 or 3 OA and no recent HA, steroid or platelet-rich plasma
injections were assessed for pain with the visual analogue scale (VAS) and the Western Ontario
and McMaster Universities Arthritis Index (WOMAC) at baseline and at 30, 90 and 180 days.
The registry was underwritten by Liventa Bioscience, which is based in West Conshohocken,
Penn., and run under institutional review board guidance.

The interim report presented data from the first 15 of 23 investigative sites. Results observed in
the first 170 amniotic fluid-treated patients showed their VAS and WOMAC scores improved an
average of 68.1 percent (44mm) and 70.9 percent (812mm), respectively, at 30 days.
Improvements increased at 90 days to 82 percent for WOMAC and 74 percent for VAS.

Like other commonly used surgical allografts, the amniotic fluid injection does not require pre-
market approval, thus it is currently marketed and being used in clinics across the country.
Liventa Bioscience elected to conduct a post-market (non-FDA) study to confirm efficacy and
safety and to inform clinicians of expected outcomes, prior to a full market launch, which is
taking place at the AAPM annual meeting. Additional studies, including randomized controlled
trials, are planned.

Poster LB004 — Amniotic Fluid as a Homologue to Synovial Fluid: Interim Analysis of
Prospective, Multi-Center Outcome Observational Cohort Registry of Amniotic Fluid Treatment
for Osteoarthritis of the Knee

About AAPM

The American Academy of Pain Medicine is the premier medical association for pain physicians
and their treatment teams with over 2,500 members. Now in its 32nd year of service, the
Academy’s mission is to optimize the health of patients in pain and eliminate pain as a major
public health problem by advancing the practice and specialty of pain medicine through
education, training, advocacy and research. Information is available on the Academy’s website at
www.painmed.org.
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