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Ten-year Retrospective Study on the Efficacy
of a Manual Physical Therapy to Treat
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Amanda D. Rice, PhD; Kimberley Patterson, PTA; Leslie B. Wakefield, DPT; Evette D. Reed, PT;
Kelseanne P. Breder, BA; Belinda F. Wurn, PT; C. Richard King III, MD; Lawrence J. Wurn, LMT

ABSTRACT

Background . Female infertility is a complex issue
encompassing a wide variety of diagnoses, many of which
are caused or affected by adhesions.

Objectives « The study intended to examine the rates of
successful treatment of infertile women using a protocol
of manual physical therapy to address underlying adhesive
disease leading to infertility.

Methods « The research team designed a retrospective
chart review.

Setting « The study took place in a private physical
therapy clinic.

Participants « Participants were 1392 female patients who
were treated at the clinic between the years of 2002 and
2011. They had varying diagnoses of infertility, including
occluded fallopian tubes, hormonal dysfunction, and
endometriosis, and some women were undergoing in
vitro fertilization (IVF).

Intervention « All patients underwent whole-body, patient-
centered treatments that used a protocol of manual physical
therapy, which focused on restoring mobility and motility
to structures affecting reproductive function.
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Outcome Measures « Improvements demonstrated in the
condition(s) causing infertility were measured by
improvements in tubal patency and/or improved hormone
levels or by pregnancy.

Results « The results included a 60.85% rate of clearing
occluded fallopian tubes, with a 56.64% rate of pregnancy
in those patients. Patients with endometriosis experienced
a 42.81% pregnancy rate. The success rate was 49.18% for
lowering elevated levels of follicle stimulating hormone
(FSH), with a 39.34% pregnancy rate in that group, and
53.57% of the women with polycystic ovarian syndrome
(PCOS) achieved pregnancy. The reported pregnancy rate
for patients who underwent IVF after the therapy was
56.16%. The results also suggested that the treatment was
effective for patients with premature ovarian failure (POF).
Conclusion « The manual physical therapy represented an
effective, conservative treatment for women diagnosed as
infertile due to mechanical causes, independent of the
specific etiology. (Altern Ther Health Med. 2015;21(3):32-
40.)

States,'” stemming from a wide variety of diagnosed

medical conditions. These rates are similar to those of
other developed countries.* The most common etiologies for
female infertility include occluded fallopian tubes,
endometriosis, elevated levels of follicle stimulating hormone
(FSH) that signal a decrease in ovarian function, and polycystic
ovarian syndrome (PCOS). Among the less common causes of
infertility in women are premature ovarian failure (POF) and
unexplained infertility, a classification in which no cause for
infertility can be identified. To date, no single treatment has
proven effective in producing natural conception in women
with this broad spectrum of infertility etiologies. However, a
variety of treatment options with varying degrees of
invasiveness exist for each condition, from a wait-and-see
approach to surgery or in vitro fertilization (IVF).

Infertility affects 6% to 11% of women in the United
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Manual manipulation therapy is used by physical therapists,
osteopathic physicians, and chiropractors as a standard
treatment in a wide variety of medical diagnoses, such as
adhesive capsulitis, pain from postmastectomy scars, back pain,
and dysfunction related to the pelvic floor.>"* The intent of
manual physical therapy is to decrease pain and increase
mobility; its use is applicable to all areas of the body, from
osseous structures to soft tissue, including skin and muscles.'***

In the current 10-year retrospective analysis, a single
treatment protocol, the Clear Passage Approach (CPA),
demonstrated efficacy in treating female infertility that was
due to a variety of etiologies. The study examined the success
rates for various conditions when using the protocol, which
combines several whole-body and site-specific techniques of
manual physical therapy. That protocol focuses on deforming
the adhesive collagen cross-links that comprise adhesions
and appear to contribute to the underlying causes of
infertility, including mechanical blockages and some
hormonal imbalances. Decreasing adhesions that bind the
organs appears to help the body to function and to respond
in a more appropriate physiological manner.

METHODS
Participants

Patients treated for infertility between 2002 and 2011 at
Clear Passage Physical Therapy’s (CPPT’s) sites were included
in the current retrospective study. All sites included are private
physical therapy practices. Infertility was defined based on
criteria from the Centers for Disease Control and Prevention
(CDC) as the inability to conceive for 12 months of unprotected
intercourse in women younger than age 35 years or for 6
months in women older than age 35 years.? The physicians’
diagnoses and the patients’ self-reported medical histories
were examined for causes of infertility, including elevated FSH
levels, blocked fallopian tubes, endometriosis, PCOS, POF,
and unexplained infertility. Although most successes noted in
this study were via natural conception, the study also included
women who had therapy prior to IVE by separate reference.

To be included in the study, the patients must have had
a previous diagnosis of infertility prior to treatment, with a
corresponding medical cause(s). Classifications of patients
and the measures of success were defined for each of the 6
reported etiologies of infertility: (1) elevated FSH, (2) tubal
occlusion, (3) endometriosis, (4) PCOS, (5) POF, and
(6) unexplained infertility.

Elevated FSH. For the purpose of the current study,
elevated FSH was defined as a level of 10 mIU/mL or higher
on days 2 through 5 of the menstrual cycle. All testing for
FSH levels was performed in independent, nationally
regulated clinical laboratories using standardized references
and protocols.'® Success was defined as a decrease in FSH
levels posttreatment, as assessed at days 2 through 5 of the
menstrual cycle and/or pregnancy.

Tubal Occlusion. The patients were those women with
total tubal occlusion prior to treatment, including those with
only 1 fallopian tube, as diagnosed by either surgery or

hysterosalpingogram (HSG). In patients with bilateral tubal
occlusion, treatment was considered to be successful if a
posttreatment HSG demonstrated open fallopian tube(s) or
ifintrauterine pregnancy was confirmed, with the assumption
that at least 1 tube was opened during treatment.

Endometriosis, PCOS, POF, or Unexplained Infertility.
Treatment of patients with a medical history of endometriosis,
PCOS, POE or unexplained infertility was considered a
success if they experienced a confirmed pregnancy.

In Vitro Fertilization. Patients who underwent the CPA
treatment prior to IVF were considered a success if they had
a positive clinical pregnancy test post-IVE, regardless of the
source of implanted egg/embryos—fresh or frozen, donor or
nondonor eggs.

The rates of success for patients that underwent the CPA
treatment were compared with those in published studies in
which the rates of success from standard medical treatments
were reported for each diagnosis. All patients consented to the
use of their data in a standard form for informed consent, and
the study was approved by MaGil IRB (Rockville, MD, USA).

A subset of the patients included in the 10-year analysis
had also been included in small, multiple case reports or
reports of phase I studies; a total of 76 of the 1392 patients
had been included in those previous reports.'”-!

Follow-up

Previous patients were contacted for follow-up after
their treatment at CPPT using questionnaires that were sent
annually by postal mail or e-mail, and they were questioned
regarding pregnancies, pregnancy outcomes, and all efforts
to achieve pregnancy. Patients treated for elevated FSH were
asked to provide their posttreatment FSH levels. Patients lost
to follow-up were not included in the analysis.

Treatment

Patients were treated using a patient-centered,
individualized treatment plan of physical therapy that is
standard practice at the clinic and that included a
comprehensive review of the patient’s medical history and an
initial evaluation. The regimen and modalities included in
the treatment plan are termed the CPA, which uses a variety
of recognized techniques of manual physical therapy, together
with refinements and modifications of those techniques. All
physical therapists had been trained and certified in the CPA;
therefore, the variation in treatment was negligible between
therapists. The techniques that the therapy used had been
examined previously, with results published by the research
group and others.!>17-202231

Based on each patient’s goals and subjective complaints and
on findings from the initial evaluation, the CPA protocol was
individualized to treat sites that presented with restricted
mobility within each patient’s body.* The therapy used various
site-specific pressures across the restrictive bands of adhered
tissues and structures, working progressively deeper from the
most superficial tissues, to restore mobility via myofascial
release.” Adhesions within and between organs and interstitial
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spaces within the viscera were addressed using the Wurn
technique®; decreased organ motility was then addressed using
visceral manipulation. The amount of force and the length of
time that the force was applied to each area had the potential to
be significant, but the treatment was maintained within the
tolerance of the patient. The standard treatment regimen was 20
hours, administered 4 hours per day for 5 days.

Statistical Analysis

Basic descriptive statistics were generated based on data
from the clinic’s database. Correlations were identified using
DataDesk version 6.2.1 (Data Descriptions, Ithaca, NY,
USA), via a linear regression model in which items from past
medical history were used as the variables against a
determination of a positive or negative outcome for each
measured condition. A P<.05 was considered suggestive,
and P<.005 was considered significant. All statistical analyses
were completed on the data as a whole as well as separately
for variations by site or therapist; no variation was identified
(data not shown).

Standard methods for odds ratio calculations were used
for the CPA treatment’s success rates compared with those of
published studies.* Significance was determined to be P<.05
where the odds ratio confidence interval did not include 1.0,
the point of equivalence.

RESULTS

For the study, 1392 patients were identified for individual
infertility conditions based on previous medical history,
including physicians’ diagnoses. Each condition was analyzed
separately, with patients experiencing multiple conditions
being included in all analyses for which they were identified.
In addition to each condition being assessed separately, the
influence of age, year of treatment, treating therapist, and past

diagnoses. The number of patients and relative incidence
rates for each category are shown in Table 1.

Blocked Fallopian Tubes

Blocked fallopian tubes, estimated as the primary cause
of 25% to 35% of female infertility,” were observed in 680 of
the treated patients, with follow-up in 235 patients. Being the
largest group treated at the clinics for infertility, several
outcomes were measured. The first outcome was the success
rate for the return to patency of at least 1 fallopian tube post-
CPA treatment, which was a 60.85% (95% CI, 54.48-66.87).
The standard-of-care option for women with blocked
fallopian tubes to open their tubes is surgery, with several
surgical options available depending on the location of the
blockage. When the rates of patients with successfully
opened fallopian tubes post-CPA treatment were compared
with reported rates of success from the literature, it was
observed that the CPA performed as well as or at higher rates
of success than surgery did (Table 2).

Upon examining predictors for a positive outcome,
previous surgery to open the fallopian tubes was a statistically
significant predictor of a negative outcome with P <.0001.
When the patients were analyzed separately based on a history
of previous surgery to open their tubes, the success rate was
68.9% (124/180) for patients with no history of surgery and
34.5% (19/55) for patients whose surgical history involved
attempts to open their tubes. The type of surgery performed on
the fallopian tubes could not analyzed as a predictor of
outcomes due to the lack of information regarding the actual
procedures performed for each patient, related either to
incomplete data on or unavailability of some surgical reports.

Suggestive predictors for positive outcomes (ie, open
fallopian tubes post-CPA) included (1) reporting of prior
physical or sexual abuse, P = .0085; (2) current neck pain,

medical history were analyzed for
predictors of outcomes, both
negative and positive. The year and

Table 1. Overall Rates of Infertility Diagnoses and the Overall Treatment Success Rates

treating therapist did not influence No. of | Incident | Success/ | Percent
outcomes in any analysis (data not Diagnosis Patients| Rate | Follow-up | Success | 95% CI
shown). Blocked tubes? 680 | 48.9% | 143/235 | 60.85 | 54.48-66.87

Of the patients included in the | | BJocked tubes® 81/143 | 56.64 | 48.45-64.48
study, 428 (30.7%) exhibited | |Epdometriosis® 555 | 39.9% | 128/299 | 42.81 | 37.33-48.47
m‘ﬂ“Plet flonfhtlons andh Werf PCOS? 58 4.2% 15/28 | 5357 | 35.81-70.47
represented in more  than POF? 9 0.6% 1/5 20.00 | 3.62-62.45
categorical analysis. Although

. . Elevated FSH* 256 18.4% 60/122 49.18 | 40.49-57.96

some patients were included as a .
success in more than 1 analysis, Elevated FSH 48/122 39.34 | 31.12-48.21
this finding was not viewed as a | | Pre-IVE’ 236 | 17.0% | 82/146 | 56.16 | 48.10-64.00
negative given the overall Unexplained infertility® 20 1.4% 3/12 25.00 | 8.89-53.23

percentage of women included in
multiple analyses, assuming that
multiple diagnoses of infertility for
any patient would not improve her
chances of success and that no
additive effect occurred for the
numbers or types of infertility

Abbreviations: CI, confidence interval; PCOS, polycystic ovarian syndrome;
POF, premature ovarian failure; FSH, follicle stimulating hormone; IVE in vitro

fertilization.

sSuccess rate for patients with known posttreatment tubal status.
®Pregnancy rate for patients with follow-up and known tubal status of open.
‘Decrease in FSH posttreatment.
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Table 2. Success Rates for Women With Occluded Fallopian Tubes Treated With CPA as Compared With Previously

Published Success Rates for Surgical Interventions

CPA Success Published Studies Comparison

Condition (Total) Success (Total) OR (95% CI) | P Value
Blocked tubes with follow-up (both surgery and 143 (235) 20 (50) Sueoka®® 2.33 (1.25-4.35) .0078
no surgery on tubes) 204 (358) | Rimbach® | 1.17 (0.84-1.64) .3499

. . 12 (35) Li3 2.50 (1.16-5.42) .0198
E;‘Ziri‘igc(ﬁgiﬁezlf?;e};;t;rgSn‘glzﬂrcg‘:rlggrgiig:l’)e 81(143) | 11(50) | Sueoka® | 4.63(2.20-9.78) | .0001

92 (319) | Thurmond® | 3.22 (2.13-4.86) | <.0001

Pregnancy rates for patients with previous surger .
o tibes, Zonﬁrme ) It’ube open Onlpy Y 1 13(19) 12 (35) Li® 415 (1.26-13.70) | 0193
Pregnancy rates for all patients with follow-up, .
regardless of tube patency 127 (351) 92 (319) | Thurmond 1.40 (1.01-1.94) .0434

Abbreviations: CPA, clear passage approach; CPT; OR, odds ratio; CI, confidence interval.

P =.0124; (3) neurological conditions, P = .0312; (4) prior
sexually transmitted disease (STD), P =.0345; and (5) prior
pelvic inflammatory disease, P=.0501. Suggestive predictors
for negative outcomes were (1) Crohn’s disease, P = .0380;
(2) diagnosis of pelvic adhesions, P=.0139; and (3) previous
laparotomy, P=.0101.

The location and characteristics of each type of fallopian
tube occlusion—proximal versus distal or midtubal occlusion
and the presence of a hydrosalpinx—were analyzed to
determine outcome predictors for successful treatment.
Neither location of tubal occlusion nor presence of a
hydrosalpinx was a significant predictor for outcomes
(P=.0429). The rate of resolution of hydrosalpinx was 44.8%;
47/105 total tubes with hydrosalpinx before the CPA treatments
were patent after therapy, with no evidence of hydrosalpinx.

The rate of pregnancy for patients with successful
treatment resulting in at least 1 open fallopian tube was also
determined, independent of prior history of fallopian tube
surgery. The overall pregnancy rate was 56.64% (81/143) for
patients who had at least 1 open fallopian tube after the CPA
treatment. One pregnancy was via IVE with all other
pregnancies via natural conception. The single patient who
underwent IVF after the CPA treatment had opened her
fallopian tubes experienced a subsequent natural pregnancy
following the successful IVE, suggesting that the results of the
CPA treatment for opening blocked fallopian tubes are long-
lasting. In fact, several women who presented bilateral tubal

Again, the CPA treatment was demonstrated to have rates that
were comparable to or higher than surgical interventions
(Table 2). Patients for whom treatment did not open at least 1
fallopian tube and who did become pregnant via IVF
posttreatment were also included in the pre-IVF statistics.

Endometriosis

Endometriosis is present in approximately 11% of the
female population® but is the cause of infertility in 20% to 68%
of infertile women.* Of the patients treated with the CPA, 558
had a previous diagnosis of endometriosis from a physician.
More than one-half of those patients also presented with
additional conditions, such as blocked fallopian tubes and
elevated FSH. In the endometriosis analysis, success was
defined as pregnancy; the overall success rate was 42.8%—128
of 299 patients with follow-up. The study included 214 patients
with endometriosis as the only diagnosed condition leading to
infertility, with follow-up on 118 patients and a pregnancy rate
of 37.3% (44/118). The standard medical treatments for
endometriosis are varied, depending on the goals and the
needs of the individual patient. Treatments may include
surgical intervention to remove the endometriosis from the
pelvic cavity, contraceptives, or combinations of these
therapies. When compared with published success rates for
pregnancy in women with endometriosis who were treated
with standard medical interventions, the CPA demonstrated
rates similar to or better than standard of care (Table 3).

occlusion before treatment reported
multiple natural pregnancies after
treatment.

Prior tubal surgery did not

Table 3. Pregnancy Success Rates for Endometriosis Patients Treated With CPA Compared
With Success Rates for Medication and Surgical Intervention Published Studies

influence pregnancy rates in women CPA Success Comparison

for whom.the CITA trea‘tment was (Total) Published Studies Success (Total) OR (95% CI) | P Value
i&g:?figﬁﬁ;‘}ﬁ:ﬁi; f;g(t’ii oo 128(229) | 43(87) |Stepniewksa” (groups A-C) | 129 (0.79-2.13) | 3031
with a known tubal status after the 24 (52) | Zhu® (no contraceptives) 1.48 (0.81-2.71) | .2047
CPA treatment were compared with 60 (156) | Zhu* (overall) 2.03 (1.34-3.07) .0008
published rates of pregnancy in 18 (43) |Lee" 1.76 (0.91-3.40) | .0930

women who had surgical
interventions for blocked tubes.

Abbreviations: CPA, clear passage approach; OR, odds ratio; CI, confidence interval.
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Endometriosis is recognized as a cause of fallopian tube
occlusion, often associated with the formation of pelvic
adhesions. For the 228 patients treated for both endometriosis
and occluded fallopian tube(s), the current analysis found a
pregnancy rate of 38.1% (45/118). For women with
endometriosis and fallopian tube occlusion who had
posttreatment documentation of tubal patency status, the
success rate for opening blocked fallopian tubes was 59.7%
(40/67). The rates of success in patients with prior surgery to
open their fallopian tubes were similar to those reported in
the section providing statistics on blocked fallopian tubes.

A subset of patients with endometriosis underwent the
CPA treatment prior to the initiation of IVE, independent of
tubal patency or other outcomes. Of the 56 patients with
follow-up who underwent IVF post-CPA treatment, the
clinical pregnancy rate after transfer was 55.4% (31/56), which
is 1.3 times that of the national average of 40.3% for IVF
transfer alone in women with endometriosis.** This subset of
patients was included in the overall statistics for IVF success.

No pregnancy was reported for either of the 2 treated
patients who had both POF and endometriosis. Women with
both PCOS and endometriosis had a pregnancy rate of
75% (6/8), with all pregnancies reported via natural conception.
Women with endometriosis and elevated FSH had a pregnancy
rate of 40% (10/25), with 2 pregnancies via IVF and 8 by
natural conception. The numbers of women in these
subcategories were not sufficient to have adequate statistical
comparisons with other treatments but do support the
initiation of future studies involving these comorbid conditions.

Predictors for outcomes of treatment for women with
endometriosis were also performed using linear regression.
Age was identified as a significant predictor (P=.001), where
women younger than age 35 years were more likely to
achieve pregnancy. A diagnosis of fibromyalgia was identified
as a suggestive negative predictor (P =.0180).

Elevated Follicle Stimulating

Although no statistically significant predictors for
outcomes were identified in the analysis, a higher pregnancy
rate was observed in women younger than age 35 years than
in women older than age 35 years.

Premature Ovarian Failure

POF has a 1% to 2% prevalence rate in the general
population® and is characterized by an increase in FSH and
a decrease in ovarian function, with or without amenorrhea.
Several studies have reported a spontaneous pregnancy rate
of 4% to 10% in patients with POF, in which ovulation and
normal menses occur unpredictably.** Between 2002 and
2011, 9 patients with POF were treated in the research team’s
clinics using the CPA, and follow-up occurred with 5
patients. One patient became pregnant, giving an overall
success rate of 20%. That patient conceived naturally, with no
assistive technology or ovulation-inducing medications.
Because she was 30 years old, the success of the patient may
have been due in part to her age, whereas the other patients
were aged 38 years or older. Therefore, the length of time
with elevated FSH and ovarian failure might have been less
likely to affect successful treatment than for the other
patients treated with POE As so few patients were in this
group, analysis for identification of predictors for outcomes
could not be performed, and as no medical treatment for
infertility in these patients exists, no comparisons could be
performed.

Polycystic Ovarian Syndrome

PCOS affects an estimated 8% to 20% of women
worldwide.*** Anovulation is commonly associated with
PCOS patients, directly affecting fertility.***"** A total of 59
patients with a history of PCOS were treated with the CPA,
with follow-up available for 28 patients. The overall pregnancy
success rate was 53.57% (15/28); one of the 15 pregnancies in
this data subset was achieved via IVE

Hormone Table 4. Pregnancy Success Rates for PCOS Patients Treated With CPA Compared With
Between 2002 and 2011, 250 | ppiched Success Rates for Medication and Surgical Intervention Studies

women were treated at the

research team’s clinics for elevated :

FSH, as defined at a level of 10 | | CPA Success Comparison

mIU/mL or higher on days 2 (Total) Published Studies Success (Total) OR (95% CI) | P Value

through 5 of the menstrual cycle. | |15 (28) 53 (83) |Nahuis> (all) 0.44 (0.18-1.07) |.0713

The overall success rate for women Nahuis® (surgery with no

V‘.’ith elevated FSH’ as defined by 27 (83) | ovulation induction medications) | 2.39 (1.00-5.73) |.0502

either a decrease in FSH levels or 14 (21) | Alwan* (clomiphene citrate) 0.58 (0.18-1.86) |.3579

a pregnancy was 49.18% (60/122). Alwan™ - -

The pregnancy rate was 39.34% wan (.clomlphene citrate and

(48/122), with 43 natural and 5 6 (21) |metformin) 2.88 (0.87-9.61) |.0844

IVE pregnancies. No medical 10 (46) | Alwan* (metformin) 4.15 (1.50-11.53) |.0063

treatment that represents standard 93 (129) | Lunde> 0.45 (0.19-1.03) |.0589

of care currently exists for women 23 (52) | Amer 1.45 (0.58-3.66) |.4257

with elevated FSH levels; therefore,

no comparisons with standard of | Apbreviations: CPA, clear passage approach; OR, odds ratio; CI, confidence interval.

care could be performed.
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Table 5. Pregnancy Success Rates for IVF Transfer post-CPA by Age as Compared With US National Statistics*

Age CPA National Statistics Comparison
Category (y) | Success (Total) Success (Total)? OR (95% CI) P Value
<35 27 (40) 156 359 (344 542) 2.50 (1.29-4.84) .0067
35-37 18 (30) 68720 (184035) 2.52 (1.21-5.22) 0133
38-40 17 (35) 49165 (172537) 2.37 (1.22-4.60) .0107
41-42 7 (13) 15166 (80004) 4.99 (1.68-14.84) .0039
>42 7 (16) 4146 (46 629) 7.97 (2.97-21.41) | <.0001

Abbreviations: IVE, in vitro fertilization; CPA, clear passage approach; OR, odds ratio; CI, confidence interval.

“Total numbers of patients from 2003-2011, all diagnoses.

Options for standard medical treatment of PCOS include
medications—clomiphene citrate, —metformin, or
combinations thereof—and surgical interventions to induce
ovulation. The rates of pregnancy in patients treated using
the CPA were directly compared with success rates for
various interventions reported in the literature. The CPA
demonstrated significantly higher rates of pregnancy when
compared with metformin alone; the CPA treatment
presented no significant differences in rates of pregnancy
when compared with clomiphene citrate or the surgical
interventions of ovarian wedging or drilling (Table 4).

Predictors for outcomes for PCOS patients were again
analyzed by linear regression. No significant predictors were
identified; however, several predictors were identified as
suggestive of success, with P values lower than .05. Suggestive
negative predictors for pregnancy were (1) previous vaginal
infections, P=.0254; (2) a prior STD infection, P=.0238; and
(3) reported back pain, P =.0130. Suggestive positive
predictors were identified as (1) dyspareunia, P=.0110, and
(2) dysmenorrhea, P=.0075. Although not significant in the
analysis, patients with prior surgery to correct anovulation—
ovarian wedging or drilling—did not report overall
improvement levels that were similar to patients who had not
undergone prior surgery for PCOS, suggesting further
studies involving this patient population should be examined.

Unexplained Infertility

Unexplained infertility affects an estimated 18% to 28%
of women, with no medical cause for the inability to
conceive.”*® For the 10 years presented in this report, 20
women were treated at the clinic with unexplained infertility,
with follow-up with 12 of these patients. These patients
experienced a 25% pregnancy rate (3/12). One of the 3
pregnancies was attributed to IVF, whereas the other 2 were
via natural conception. These rates are in line with published
observational rates of pregnancy in a population with
unexplained infertility®; however, the CPA may decrease the
time to first conception in these patients and this finding
presents a topic for future investigation.

Treatment Prior to IVF

In 2010, more than 135800 IVF cycles were completed
in the United States. The national average for pregnancy after
transfer was 37.3% in 2010, as reported by the Society for
Assisted Reproductive Technology (SART),* with a distinct
decrease in pregnancy rates by 5-fold for the older-than-
age-42 category versus the younger-than-age-35 category.

A total of 231 women were treated with the CPA prior to
undergoing IVE The overall pregnancy rate for the 146
patients with follow-up was 56.16% (82/146), which is 1.5
times that of the national IVF pregnancy rate without the
CPA.* Those data encompassed all infertility diagnoses,
including those noted by the research team’s group, allowing
for a direct comparison to SART’s overall data. A clear trend
and an associate predictor for outcomes by age existed, in
which younger patients had higher rates of pregnancy with
subsequent IVF cycles. Table 5 shows the comparisons for
success rates for women treated with the CPA prior to IVF
transfer compared with the national statistics for all transfers
by age between 2003 and 2011. The data demonstrate
significantly higher rates of success in patients treated with
the CPA prior to IVF transfer for all ages.

The only suggestive positive predictor for outcomes for
the IVF data set as a whole was age (P = .0443). This
observation is in line with standard guidance for infertility
and current literature in which the younger-than-age-35
category has demonstrated higher pregnancy rates.

DISCUSSION

Physical therapy is a commonly used medical, adjuvant
treatment for a variety of conditions. It is typically focused
on one area of the body, with a limited number of modalities.
In this article, the research team has demonstrated successful
treatment with the CPA of women with various underlying
causes for infertility. The CPA uses a combination of manual
physical therapy techniques to treat the entire body of each
patient, with a focus on decreasing adhesions and cross-links
that bound neighboring tissues during a prior healing event.
The CPA treatment appeared to improve or restore function
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Figure 1. Hypothesized mechanism for the positive effect
of the cpa treatment on the female reproductive system. In
the figure, the force (1) that is applied to the restricted area
of the ovary frees the tissue. The result (2) is excitation of
the visceral (organ) effector, which sends an impulse to the
integration center of the central nervous system (CNS) via the
afferent neuron, while it simultaneously increases blood and
lymphatic flow to the local tissue. This excitation causes an
efferent impulse and a release of acetylcholine (ACH), which
excites the ovary (3) to release progesterone and estrogens.
This release triggers an increase in the endometrial lining of
the uterus (4a). Simultaneously, progesterone and estrogens
provide negative feedback to the hypothalamus/pituitary
(4b) for production of follicle stimulating hormone (FSH).
The response of the ovary to normal levels of circulating
FSH (5) and the development of the dominant follicle trigger
release of luteinizing hormone (LH), which initiates the
release of lymphocytes from the spleen to facilitate follicular
development and oocyte release (6). The vasodilatation and
ability of the tissues to function normally promote the ability
of the lymphocytes to exit the blood vessels and enter the
ovarian tissues.

CNS Integration
Center
Hypothalamus
Pituitary

\

LH

Ovary > Spleen

Hymphocytes |E|

Progesterone
Estrogen

Uterus

Abbreviation: CPA, clear passage approach.

for patients with various infertility diagnoses, with a return
of fertility and fecundity.

The hypothesized mode of action for the CPA has been
developed based on documentation in the literature, clinical
observations, and knowledge of mechanisms and modes of
action from other manual therapy modalities (Figure 1). The
CPA, with an emphasis on the Wurn technique for patients
in the current study, appeared to work by deforming
adhesions in the body, thereby allowing increased mobility,
motility, and function of the structures involved in fertility.

Some causes of infertility are straightforward, such as
occluded fallopian tubes, whereas others are quite complex,
such as POF and PCOS. In cases of straightforward adhesive
disease, dissociation and deformation of the adhesions is
sufficient in many cases to restore fertility. However, in more
complex etiologies of infertility, including hormonal
regulation, the research team’s hypothesis is that the therapy
affects 1 or more mechanical blocks in communication
between the brain and the reproductive system—the
hypothalamic-pituitary-gonadal axis or other mechanical
paths. The research team theorizes that these blocks may be
caused either by (1) misalignment of the cranium or spine,
affecting nervous system communication; (2) dysfunctional
tissues surrounding blood vessels; (3) nerves in the pelvic
region decreasing efficient stimulation, or (4) a combination
of any of these causes. Aberrant ovulation and hormonal
function have been observed in women with spinal injuries,
supporting the observation that mild spinal misalignment
could be sufficient to influence hormonal function.®

Treatment with the CPA had a 60.85% success rate
overall for opening 1 or both tubes in women with total tubal
occlusion, and the data suggest that the fallopian tubes
remained open, indicating that the adhesions did not return
unless subsequent inflammation, infection, trauma, or
surgery occurred. Prior surgery to treat occluded fallopian
tubes was identified as a negative predictor for success of the
CPA treatment. This finding is hypothesized to be due to the
damage to the fallopian tubes that occurs during surgical
procedures, which has been suggested to be the initiating
factor for tubal reocclusion in surgical literature.®¢* The rates
of success for the CPA, when directly compared with the
rates of success for surgical interventions, demonstrated
equivalence or superiority for tubal patency postintervention
and for subsequent pregnancy. Further studies to assess the
impact on the type of surgical procedure and outcomes prior
to the CPA treatment are planned.

The use of the CPA in treating women with endometriosis
had previously been shown by the research group to be
efficacious in the treatment of sexual dysfunction, dyspareunia,
and dysmenorrhea, with long-lasting results.'"®*¢ The success
in using the CPA as a treatment for women experiencing
infertility associated with endometriosis has now been
demonstrated, with a 42.8% pregnancy rate and equivalence to
pregnancy rates after surgical interventions. Given the high
rate of success, further studies are warranted to assess the
effect of the stage of endometriosis on treatment outcomes.
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Hormonal dysregulation impacts a woman’s fertility and
is often challenging to treat. The CPA has been shown in the
current study to affect hormonal regulation positively in
women with POE, PCOS, and elevated FSH, with success
rates of 20%, 53.6%, and 49.2%, respectively. The numbers of
patients in the POF studies were not adequate to perform
stringent analyses; however, further studies are planned
given the positive initial results observed. The rate of
pregnancy in PCOS patients treated with the CPA, when
directly compared with surgical or medication interventions,
was again demonstrated to be equivalent or superior to those
standard interventions.

The CPA treatment was also demonstrated to be
beneficial to those patients who underwent IVF after
treatment, with pregnancy rates 1.5 times higher than that
for IVF alone, as reported by SART.* When compared with
national statistics for IVF success rates, the CPA was shown
to be superior to IVF alone for all age categories.

Limitations of this study include a high rate of drop-out
to follow-up and a dependence for a comprehensive medical
history upon the patients self-reports of that history and on
their provision of the surgical and test results. In addition,
incomplete data existed on male factors affecting fertility
rates in the treated women. Consequently, the actual rates of
success for female infertility may be higher than reported
here because it is estimated that up to 40% of infertile couples
have male factors that contribute to infertility.**** Live birth
rates were unable to be reported due to low follow-up rates.
Additional prospective, controlled studies are planned to
examine further the suggestive predictors and comprehensive
data for outcomes post-CPA treatment for all etiologies of
infertility.

CONCLUSIONS

Manual physical therapy has been demonstrated to
reverse female infertility attributed to occluded fallopian
tubes, hormonal dysregulation, endometriosis, and
unexplained infertility and to increase successful in vitro
cycles.
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