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Criteria
For Medicare Members

CMS Coverage Manuals None

National Coverage Determinations (NCD) Hyperthermia for Treatment of Cancer (110.1)
*Per NCD: Covered in connection with radiation therapy for
certain types of malignancies, not covered in connection with

chemotherapy
Local Coverage Determinations (LCD) None
For Non-Medicare Members
Cytoreductive Surgery Cytoreductive surgery and perioperative hyperthermic
intraperitoneal chemotherapy may be considered medically
Perioperative Hyperthermic Intraperitoneal necessary for the treatment of:
Chemotherapy e pseudomyxoma peritonei

o diffuse malignant peritoneal mesothelioma
e ovarian cancer

Cytoreductive surgery and perioperative hyperthermic

intraperitoneal chemotherapy is considered investigational for:

e peritoneal carcinomatosis from colorectal cancer, gastric
cancer, or endometrial cancer;

e all other indications, including goblet cell tumors of the

appendix.
Intraperitoneal chemotherapy without Intraperitoneal chemotherapy without hyperthermic methodology
hyperthermic methodology is considered standard therapy and is not subject for review and
is covered.

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When significant
new articles are published that impact treatment option, Kaiser Permanente will review as needed. This information is not
to be used as coverage criteria. Please only refer to the criteria listed above for coverage determinations.

© 2010 Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top
Date Sent: 4/29/24 776
These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.


http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=66&ncdver=1&bc=AAAAgAAAAAAAAA%3d%3d&

Criteria | Codes | Revision History

Background

Colon Cancer

In the United States, approximately 108,070 patients are diagnosed with colon cancer (CRC) per year, and
between 10-30% of these patients will develop peritoneal carcinomatosis (PC) at some point after their initial
diagnosis. PC is characterized by intraperitoneal spread of tumor nodules in the peritoneum which may occur as a
result of growth of the tumor and its invasion through the serosal lining of the bowel lumen, or as result of
iatrogenic manipulation during surgical procedures. PC of colorectal origin has poor survival and is the second
most frequent cause of death in patients with colorectal cancer (CRC), after metastatic liver disease. It has always
been regarded as a terminal condition and was commonly treated only with palliative therapies (Franko 2012,
Macri 2010, Ripley 2010, Chua 2012).

Over the last two decades, significant advances made in the field of cytotoxic chemotherapy and biological agents
have changed the treatment of PC from a palliative to a potentially curative approach. Modern chemotherapeutic
regimens have increased the response rate and median survival of patients with PC. However, few patients
experience long-term survival with chemotherapy alone. In the 1980s a multimodal technique was developed to
manage PC based on cytoreduction of the primary tumor, peritonectomy, and hyperthermic antiblastic peritoneal
perfusion (HIPEC). Theoretically cytoreductive surgery (CRS) treats the macroscopic residual disease and
intraperitoneal (IP) chemotherapy treats the microscopic residual disease. IP chemotherapy is based on the
principle that a high concentration of chemotherapy within the abdominal cavity will kill the tumor cells on the
surface with less diffusion into the tissues and thus are less toxicity. Hyperthermia with IP chemotherapy
optimizes the process as heat has direct cytotoxic effects on cancer cells and increases the cytoactivity and
penetration of certain cytotoxic drugs (Verwaal 2008, Macri 2010, Ripley 2010, Vaira 2010, Glehen 2010,
Mizumato 2012, Chua 2012, Miceli 2012).

HIPEC is achieved by the intraperitoneal administration of a large volume of chemotherapeutic agents in a carrier
solution through an open or closed technique. It involves the placement of one inflow and three outflow catheters
in the abdominal cavity after the cytoreduction surgery. The cytotoxic agent is applied through the inflow drainage
using a roller pump and heat exchanger in a closed system that allows perfusion circulation. The intraperitoneal
temperature should reach 41-420C and is monitored by two sensors placed in the inflow catheter and in the
Douglas pouch. At the end of the procedure the solution is drained, and the abdominal wall is closed. There is no
standardized procedure for HIPEC and there are variations between the centers in the combinations and/ or
concentrations for the cytotoxic agents used, as well as the intraabdominal temperature and duration of the
treatment which ranges from 30 minutes to 2 hours depending on the protocol of the drug used. The combination
therapy of cytoreductive surgery and HIPEC is complex, has a steep learning curve, and is associated with
significant morbidity and mortality. Preoperative selection of patients to achieve complete cytoreduction plays a
crucial role for the success of therapy regarding the clinical and ontological outcomes as well as the patient
quality of life (Glockzin 2009, Mizumato 2012).

There is controversy around the use of cytoreduction therapy and HIPEC for peritoneal surface disease from
CRC, and the procedure is not widely accepted despite the Consensus Statement (issued by representatives
from the major Peritoneal Surface Malignancy Centers from around the world) on the role of cytoreductive surgery
and HIPEC in the management of peritoneal surface malignancies of colonic origin (Esquivel 2007).

Ovarian Cancer

Ovarian cancer is the fifth leading cause of death in women in the US and the most common cause of death from
gynecological cancer in the Western World. It was estimated that around 22,280 women will be diagnosed with
ovarian cancer and that 15,500 women will die of the disease in the US in 2012. Approximately two thirds of the
women are diagnosed at an advanced stage due to the nonspecific nature of the presenting symptoms of ovarian
cancer and its high tendency for early peritoneal spread. Peritoneal carcinomatosis occurs through exfoliation of
malignant cells into the peritoneal fluid and their dissemination along the abdominal and pelvic peritoneum.
Traditionally these patients with extensive peritoneal carcinomatosis were often labeled as having terminal
disease and were only given palliative therapy with no curative intent (Chua 2009, Spiliotis 2011, Chan 2012, de
Bree E 2012, Mulier 2012, Siegal 2012, Tentes 2012).

The standard therapy for patients with ovarian cancer is maximal cytoreductive surgery (CRS) followed by
systemic chemotherapy with a platinum-based agent and a taxane combination. Ovarian cancer is one of the
most chemosensitive tumors, and its response to this initial therapy is high, but the disease often recurs, mostly
locoregionally, involving the peritoneum and adjacent intra-abdominal organs. The sensitivity of epithelial ovarian
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cancer to chemotherapy and its tendency to remain confined to the peritoneal cavity through much of its natural
history, have led the researchers to investigate regional treatment such as intraperitoneal (IP) administration of
chemotherapy (IPC). The theoretical benefits include the achievement of a high drug concentration in the
peritoneal cavity without the toxic effects of the systemic chemotherapy. IP chemotherapy has been investigated
in clinical trials including the Gynecologic Oncology Group (GOG-172) phase lll trial that showed approximately
16 months improvement in the median survival of women treated with a combination intravenous (V) and IP
chemotherapy compared to those treated with IV chemotherapy alone, but on the expense of the increased risk of
toxicity and catheter-related complications. Based on the results of this as well as other trials, the National Cancer
Institute (NCI) issued a clinical announcement in 2006 recommending that women with optimally debulked stage
[l ovarian cancer and their physicians consider a combination of intravenous (IV) and intraperitoneal
chemotherapy (IPC). IPC has limited tissue penetration and may be indicated only following optimal resection of
peritoneal disease when there is either no or very small macroscopic disease remaining (<1.0 cm). The use of
IPC however, is controversial and is not widely accepted by the medical community as a standard treatment in the
management of advanced epithelial ovarian cancer, due to its high toxicity, catheter-related complications, and
negative impact on the patients’ quality of life (Almadrones 2007, Trimble 2008, Runowicz 2008, Lim 2009,
Spiliotis 2011, Tentes 2012, Chan 2012, de Bree 2012).

In the last two decades researchers investigated the synergistic effect of combining regional hyperthermia and
intraperitoneal chemotherapy (hyperthermic IPC, or HIPEC) together with the CRS. Theoretically, in addition its
tumoricidal effect, hyperthermia increases the permeability of the drug to the tumor cells (up to 5-6 mm compared
to 2-3 mm of the conventional IPC). Hyperthermia may also alter the cellular metabolism, and cellular drug
pharmacogenetics. A potential advantage of administrating HIPEC intraoperatively is providing superior and
homogenous exposure of the seroperitoneal surface to the drug and heat before the development of adhesions.
The disadvantage of HIPEC compared to IPC is the shorter tumor exposure time and its administration only once
during the surgery or at the most twice when a secondary surgery is performed (de Bree 2012).

Other primary peritoneal malignancies or secondary dissemination from gastrointestinal tract or other
pelvic organs.

Primary peritoneal malignancies such as peritoneal mesothelioma or papillary serous carcinoma are rare, but
peritoneal dissemination form gastrointestinal tract and ovarian carcinomas are common. In the past these
carcinomatosis were regarded as terminal and the patients were only treated with palliative measures. Over the
last 30 years however, novel more aggressive treatment strategies that combine cytoreductive surgery with
intraperitoneal (IP) chemotherapy were explored. Hyperthermic intraperitoneal chemotherapy (HIPEC) and early
postoperative IP chemotherapy emerged as the most commonly used IP adjuvant therapies. Theoretically
cytoreductive therapy treats the macroscopic disease, and intraperitoneal chemotherapy (IP) treats the
microscopic disease and the residual or free tumor cells left in the peritoneal cavity after surgery, in order to
prevent and control peritoneal dissemination. IP chemotherapy is based on the principle that a high concentration
of chemotherapy within the abdominal cavity will kill the tumor cells on the surface with less diffusion into the
tissues and less toxicity. Hyperthermia with IP chemotherapy optimizes the process as heat has direct cytotoxic
effects on cancer cells and increases the cytotoxicity and penetration of certain cytotoxic drugs. Hyperthermia is
also believed to modulate the cells of the innate and adaptive immune system, thereby improving effectiveness
(Shen 2009, Glehen 2010, Mizumoto 2012, Sun 2012, Ml 2013).

Medical Technology Assessment Committee (MTAC)

Intraperitoneal Hyperthermic Chemotherapy (IPHC)
04/02/2007: MTAC REVIEW
Evidence Conclusion: Prevention of peritoneal carcinomatosis Two randomized controlled trials from Japan,
conducted among patients who underwent surgery for T2-T4 gastric carcinoma with serosal involvement, found a
significant benefit from including HIPEC treatment. The study with the stronger methodology (Yonemura et al.,
2001) found a higher estimated 5-year survival in the group receiving cytoreduction and HIPEC (61%), compared
to two other groups (cytoreduction and normothermic intraperitoneal chemotherapy, 44%; and surgery alone
42%). The other RCT (Fujimoto et al., 1999) had poorly described methodology, and also found a significantly
higher estimated survival rate in a group receiving cytoreduction plus HIPEC compared to surgery alone. The first
study had a minimum of 2.4 years of follow-up; length of follow-up was not reported in the Fujimoto study.
Findings from studies on Japanese gastric cancer may not be generalizable to the United States. Treatment of
peritoneal carcinomatosis There is evidence from one reasonably valid randomized controlled trial that HIPEC is
beneficial as a treatment for peritoneal carcinomatosis (Verwaal et al., 2003). The study, which included 105
patients with histologically proven peritoneal metastases of colorectal adenocarcinoma, compared an
experimental treatment (cytoreduction and HIPEC, plus adjuvant chemotherapy) to standard treatment (outpatient
chemotherapy, surgery only if necessary). After a median follow-up of 22 months, the survival rate was
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significantly higher in the experimental treatment group (56% vs. 39%). Sub-group analyses suggest that survival
was lower in patients with extensive residual disease or involvement of more than 5 regions of the abdominal
cavity. A case series by the same research group found an estimated one-year survival of 75% and three-year
survival of 28% with the experimental treatment. There were no long-term survival data for the standard treatment
group. The evidence base would be strengthened with additional comparative studies.

Articles: Prevention of peritoneal carcinomatosis_Three RCTs were identified: all were conducted by Japanese
investigators. The two trials with the larger sample sizes (n=139 and n=141) were critically appraised. The third
study was smaller (n=82) and had limitations including a non-significant finding with no discussion of statistical
power. Citations for the reviewed studies are as follows: Yonemura Y, deAretxabala X, Fukimura T et al.
Intraoperative chemohyperthermic peritoneal perfusion as a adjuvant to gastric cancer: Final results of a
randomized controlled study. Hepato-Gastroenterology 2001; 48: 1776-1782. See Evidence Table. Fujimoto S,
Takahashi M, Mutou T et al. Successful intraperitoneal hyperthermic chemoperfusion for the prevention of
postoperative peritoneal recurrence in patients with advanced gastric carcinoma. Cancer 1999; 85: 529-534. See
Evidence Table. Treatment of peritoneal carcinomatosis:

One RCT from the Netherlands was identified and critically appraised (Verwaal et al., 2003). There have also
been a number of case series, most had sample sizes under 100. The largest case series was a multicenter study
by Glehen et al., 2004 and included 506 patients. This study was limited in that it combined data from different
centers that had different protocols and patient populations. All of the centers used perioperative intraperitoneal
chemotherapy, but it appears that not all used hyperthermic treatment. As a result, the Glehen article was
excluded from further review. The next largest case series available in English was by Verwaal et al., 2005. This
article reported long-term follow-up on 117 patients, 48 of whom were included in the 2003 RCT, and was
critically appraised. The two studies reviewed were as follows: Verwaal VJ, van Ruth S, de Bree E et al.
Randomized trial of cytoreduction and hyperthermic intraperitoneal chemotherapy versus systemic chemotherapy
and palliative surgery in patients with peritoneal carcinomatosis of colorectal cancer. J Clin Oncol 2003; 21: 3737-
3743. See Evidence Table. Verwaal VJ, van Ruth S, Witkamp A et al. Long-term survival of peritoneal
carcinomatosis of colorectal origin. Ann Surg Oncol 2005; 12: 65-71. See Evidence Table

The use of intraperitoneal hyperthermic chemotherapy (IPHC) in the treatment of peritoneal carcinomatosis does
not meet the Kaiser Permanente Medical Technology Assessment Criteria.

Intraperitoneal Hyperthermic Chemotherapy (IPHC)
10/16/2012: MTAC REVIEW
Evidence Conclusion: Verwaal and colleagues (2003, 2008) conducted a randomized controlled trial in one
center in the Netherlands to compare the efficacy of cytoreductive surgery (CRS) and HIPEC versus systemic
chemotherapy and surgery in the management of peritoneal carcinomatosis of colorectal origin. The study
randomized 105 patients younger than 71 years of age, with peritoneal metastases of CRC to undergo CRS in
combination with hyperthermic intraperitoneal therapy (HIPEC) or systemic chemotherapy and surgery. The
authors published the results after a median of 21.6 months, and later after an extended follow-up of 91 month.
The initial results of the trial showed a significantly higher median survival of the patients treated with CRS and
HIPEC vs. standard therapy (22.3 months and 12.6 months respectively). After 8-years of follow-up, 9 patients
were still alive. This long-term follow-up showed a median progression-free survival of 12.6 months in the CRS
and HIPEC group and 7.7 months in the standard therapy group. Subgroup analyses of the results showed that
patients with 6-7 regions had a very poor survival (median 5.4 months) compared to those with 0-5 regions
(median >29 months), and that survival was significantly higher with success of surgical procedure i.e. complete
cytoreduction. The trial had generally valid methodology; it was randomized and controlled. However, it was
conducted over a decade ago and significant progress in chemotherapy has been accomplished since then. The
systemic therapy with 5-FU and leucovorin used in the control group is outdated, and mitomycin-C, the HIPEC
drug used in the experimental group is not the most effective drug for used for CRC. In addition, the experimental
group underwent both cytoreduction and HIPEC and it is difficult to determine whether the survival benefit was
due to one of the two treatment modalities or their combination, and whether heating of the chemotherapy had an
additive effect to the IP therapy.
Articles: The search revealed one meta-analysis, one randomized controlled trial with long-term follow-up, and a
number of observational studies with or without comparison groups. The randomized trial was selected for critical
appraisal. The meta-analysis pooled the results of that RCT together with a retrospective study and was not
critically reviewed. Verwaal VJ, van Ruth S, de Bree E, et al Randomized trial of cytoreduction and hyperthermic
intraperitoneal chemotherapy versus systemic chemotherapy and palliative surgery in patients with peritoneal
carcinomatosis of colorectal cancer. J Clin Oncol 2003;21:3737-3743 See Evidence Table. Verwaal VJ, Bruin S,
Boot H, et al 8-year follow-up of randomized trial: cytoreduction and hyperthermic intraperitoneal chemotherapy
versus systemic chemotherapy in patients with peritoneal carcinomatosis of colorectal cancer. Ann Surg
Oncol.2008; 15:2426-2432 See Evidence Table.
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The use of intraperitoneal hyperthermic chemotherapy (IPHC) in the treatment of peritoneal carcinomatosis does
not meet the Kaiser Permanente Medical Technology Assessment Criteria.

Intraperitoneal Hyperthermic Chemotherapy (IPHC)
02/11/2013: MTAC REVIEW
Evidence Conclusion: There is insufficient published evidence to determine the efficacy and safety of
hyperthermic intraperitoneal chemotherapy for the treatment of patients with ovarian cancer whether as an initial
therapy, consolidation therapy, or for the treatment of a persistent or recurrent disease. The published studies on
HIPEC for ovarian cancer are all prospective or retrospective case series. The studies included heterogeneous
groups of women of different ages, different disease characteristics, stages, and tumor load, previous use of
systemic chemotherapy regimens, chemo resistance, and with different indications for HIPEC therapy (primary,
consolidation, persistent, or recurrent disease after initial therapy). In addition, the published studies recruited
patients over long periods of time and used different HIPEC protocols and chemotherapeutic regimens some of
which were outdated by the time the studies were completed and their results published. In a small observational
study, Spiliotis and colleagues (2011, evidence table 1) compared survival benefit of HIPEC for ovarian cancer
among two case series: one with 24 patients treated with CRS followed by HIPEC and systemic chemotherapy,
and the other with 24 were treated with CRS and systemic chemotherapy alone without HIPEC for various
reasons not explained by the authors. The results of the study show that the median survival was significantly
higher for those who received HIPEC vs. those who did not (19.4 months vs. 11.2 months). The 1-year and 3-year
survival rates were also significantly higher among patients treated with HIPEC. Within each of the two groups
survival outcomes were better among patients with less extensive peritoneal disease and more complete
cytoreduction. Due to the study design, the potential selection bias and confounding, it is difficult to determine
whether improved survival was due to HIPEC, successful cytoreduction, or other confounding factors. An earlier
observational study (Gori et al, 2005) compared the outcomes of a second look surgery and HIPEC (4-8 weeks
after standard CRS and systemic chemotherapy) in 29 patients, to the outcomes for 19 patients who refused the
second look and HIPEC. All patients had stage Il ovarian cancer and had undergone a primary complete or
optimal cytoreductive surgery (residual lesion <2cm) and 6 cycles of systemic chemotherapy. After a median
follow-up of 73 months (range 24-134 months) the results showed a higher but statistically insignificant median
survival patients treated with HIPEC vs. those who refused to undergo the treatment. The results of a larger
retrospective case series with a historical comparison group (Ryu et al 2004, evidence table 2) show that HIPEC
may be associated with better disease response and survival in patients with ovarian cancer. However, these
results must be interpreted cautiously due to the limitations of the study including but not limited to potential
selection bias, confounding, and other inherent limitations of case series and the use of retrospective data.
Conclusion: Overall the results of the published observational studies suggest, but do not provide sufficient
evidence to conclude, that HIPEC is feasible and may improve survival in women with advanced ovarian cancer.
Due to the inherent limitations of the observational studies, it is hard to ascertain the extent at which the reported
survival benefit resulted from selection bias, and whether it was due to the intraoperative intraperitoneal therapy,
the hyperthermia, the aggressive cytoreduction therapy, the systemic chemotherapy regimens used, or other
confounding factors. It is also difficult to determine whether complications occurring after major cytoreduction
surgery and HIPEC were due to the surgery itself or the HIPEC. Only well conducted, adequately powered,
randomized controlled trials with long-term follow-up may determine the net clinical benefit of incorporating HIPEC
in the management of patients with ovarian cancer. Currently, at least three randomized controlled trials are
ongoing to investigate the efficacy and safety of adding HIPEC to primary or secondary cytoreductive surgery in
women with stage Il or relapsing ovarian cancer. Among these trials are the OVIHIPEC trial in the Netherlands,
the CHIPOR trial in France, and the HORSE trial in Italy. Their results may answer many questions about the role
of HIPEC in treating ovarian cancers, its indications, efficacy, morbidity, and net clinical benefits.
Articles: The literature search did not reveal any randomized controlled trial that compared the efficacy of HIPEC
to standard therapy for treatment of women with ovarian cancer. The published studies were mainly prospective
or retrospective observational studies. The search identified one retrospective review and three case series that
compared the outcomes of patients undergoing HIPEC to those who refused to undergo the procedure or did not
receive the HIPEC therapy for various other reasons.
Two case series that compared the outcomes of patients who received HIPEC to those of patients who did not
were selected for critical appraisal. Spiliotis J, Vaxevanidou A, Sergouniotis F et al. The role of cytoreductive
surgery and hyperthermic intraperitoneal chemotherapy in the management of recurrent advanced ovarian
cancer: a prospective study. J Buon 2011; 16:74-75. See Evidence Table. Ryu KS, Kim JH, et al. Effects of
intraperitoneal hyperthermic chemotherapy in ovarian cancer. Gynecol Oncol. 2004; 94:325-332. See Evidence
Table.

The use of intraperitoneal hyperthermic chemotherapy (IPHC) in the treatment of ovarian cancer does not meet
the Kaiser Permanente Medical Technology Assessment Criteria.
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Intraperitoneal Hyperthermic Chemotherapy (IPHC)

08/19/2013: MTAC REVIEW
Evidence Conclusion: The current review focuses on the safety and efficacy of HIPEC therapy for non-ovarian,
non-colorectal cancers with serosal invasion or peritoneal carcinomatosis. Perioperative HIPEC in combination
with cytoreductive surgery was evaluated in small, randomized controlled trials and a number of meta-analyses
for patients with gastric cancer. The search did not identify any RCTs or large prospective studies that evaluated
HIPEC for the treatment of peritoneal mesothelioma, pseudomyxoma peritonei, or for peritoneal carcinomatosis
secondary to urinary bladder cancer, or uterine leiomyosarcoma. HIPEC for Gastric cancer: Mi DH and
colleagues’ meta-analysis (2013) pooled the results of 16 trials that examined the effectiveness and safety of
radical surgery (RS) combined with HIPEC vs.RS without HIPEC in 1,906 patients with histologically diagnosed,
primary, locally advanced gastric cancer with macroscopic serosal invasion, but with no peritoneal or distant
metastases. The primary outcome of the analysis was overall survival. The pooled results indicate that compared
with surgery alone, the combination of surgery with HIPEC was associated with a significant improvement in
survival rate at 1,2,3,5 and 9 years. It was also associated with a significant reduction in recurrence rates at 2, 3,
and 5 years. There was however, a significantly higher incidence of abdominal pain with HIPEC. The rates of
other adverse events were too small to show a significant difference. Sun and colleagues’ meta-analysis (2012)
also examined the effectiveness and safety of gastrectomy combined with HIPEC versus gastrectomy alone in
patients with advanced gastric cancer with serosal invasion but without distant metastases or peritoneal
carcinomatosis. The analysis included 10 trials with a total of 1,062 patients. The primary outcome was overall
survival defined as the time from treatment to the last follow-up or death. Similar to Ml et al's analysis, the pooled
results indicate that surgery combined with HIPEC may improve the overall survival for patients and prevent
peritoneal local recurrence. There pooled results do not show a significantly higher risk of complications
associated with HIPEC, but again the numbers were too small to provide sufficient statistical power. The two
meta-analyses had had generally valid methodology and analysis. However, they had only 5 trials in common
despite almost similar literature search dates. The trials included were small, all were conducted in Asia, and
many were performed in the late 1980s and early 1990s and the procedures used may be currently outdated. In
addition, there was no standardized agent or dose used for HIPEC; different chemotherapeutic agents were used
among the trials and at different doses. The most commonly used agents in the trials were mitomycin C and
cisplatin given alone, in combination together, or in combination with other agents. A small phase Il RCT (Yang et
al, 2011) conducted in Japan, evaluated the efficacy and safety of cytoreductive surgery (CRS) in combination
with hyperthermic intraperitoneal therapy (HIPEC using mitomycin C and cisplatin) for the treatment peritoneal
carcinomatosis (PC) from gastric cancer. The study randomized 68 participants to receive CRS combined with
open HIPEC or CRS alone. The primary outcome was overall survival. After a median follow-up of 32 months
(range 7.5-83.5 months), the results showed that patients in the CRS and HIPEC had significantly better overall
survival compared to those who underwent CRS with no HIPEC. The numbers of serious adverse events were
higher in the HIPEC group but were too small to allow any conclusion. HIPEC for diffuse malignant peritoneal
mesothelioma (DMPM): Baratti and colleagues (2009) analyzed data from a prospective database for 70 patients
with DMPM who were treated with cytoreduction surgery and HIPEC by the same surgical team from 1996 to
2008 at a cancer institute in Italy. Disease progression was the primary outcome of the study. This occurred
among 38 (54.28%) of the participants after a median follow-up of 43 months. The median time to disease
progression (TTP) among these patients was 9 months and the median survival from progression was 8 months.
Failure pattern was categorized as peritoneal progression, which occurred among 31(81.58%) patients, liver
metastasis in one patient, abdominal lymph node involvement in 2, and pleural seeding in 4 patients. Residual
tumor <2.2 mm was the only independent risk factor for disease progression. Progressive disease was treated
with second HIPEC in 3 patients, debulking in 4, systemic chemotherapy in 16, and supportive care in 15. A
multivariate analysis showed that time to progression <9 months, poor performance status, and supportive care
correlated to reduced survival from progression. These results should be interpreted with caution as the study
was small, observational, conducted in a single center, and had no comparison or control group. HIPEC for
Pseudomyxoma peritonei (PMP) In a retrospective study, Chua and colleagues (2012) reported on the outcome
of nearly 2,300 patients from 16 institutions worldwide that were treated with cytoreductive surgery (CRS) and
HIPEC over an 18-years period for pseudomyxoma peritonei (PMP) that arose from the appendix. The study was
based on data from the Peritoneal Surface Oncology Group International registry. The median survival was 16.3
years, and the median progression-free survival was 8.2 years, with 10-year survival rate of 63% and a 15-year
survival rate of 59%. The postoperative mortality rate after cytoreductive surgery and HIPEC was low (2%), but
24% of patients experienced major complications and 10% of patients required surgery for their complications.
Data on quality of life were not provided. A multivariate analysis indicated that prior chemotherapy treatment,
peritoneal mucinous carcinomatosis (PMCA) histopathological subtype, major postoperative complications, high
peritoneal cancer index, and debulking surgery were independent predictors for a poorer progression-free
survival. Use of HIPEC was associated with a favorable progression- free survival. Older age, major postoperative
complications, debulking surgery, prior chemotherapy treatment, and PMCA histopathological subtype were
independent predictors of a poorer overall survival. Elias and colleagues (2010) also conducted a retrospective
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analysis of data from a registry with 301 patients with PMP treated with CRS and HIPEC between 1993 and 2007
in 18 French speaking centers in Europe and Canada. The mean follow-up was 88 months, the 5-year and 10-
year overall survival rates were 73% and 54.8% respectively. The 5-year disease-free survival was 56%. 4.4 % of
the patients died postoperatively, 40% had a grade 3-4 complication. 17.5% of all patients required a re-operation
due to complications. These results of these retrospective analyses should be interpreted with caution due to the
methodological limitations of retrospective studies, and lack of control groups. Conclusion: There is some
evidence from small RCTs conducted in Asia, and meta-analyses pooling their results that cytoreductive surgery
combined with intraperitoneal hyperthermic chemotherapy may improve the overall survival in patients with
advanced gastric cancer without macroscopic
peritoneal carcinomatosis or distant metastases. There is insufficient evidence to determine the subgroup
of patients with gastric cancer who would benefit most from HIPEC as the effectiveness of HIPEC may
depend on size and depth of micrometastases. There is insufficient evidence to determine the optimal
regimen for HIPEC. There is insufficient evidence to determine the efficacy of HIPEC in patients with
peritoneal carcinomatosis from gastric cancer. There is insufficient evidence to determine the safety of
HIPEC or its effect on the quality of life in patients with gastric cancer with or without dissemination to the
peritoneum. There is insufficient evidence to determine the safety and efficacy of HIPEC for the treatment
of other peritoneal malignancies, whether of a primary origin or peritoneal carcinomatosis secondary to
cancer in other organs within the peritoneal cavity.
Articles: The literature search for studies on the efficacy and safety of HIPEC in patients with pseudomyxoma
peritonei, Gl cancers (other than colorectal cancer) identified two recent meta-analyses of RCTs, two older ones,
and a phase Il RCT on HIPEC for patients with gastric cancer. The search did not reveal any RCTs that
evaluated HIPEC for primary peritoneal malignancies, or other peritoneal disseminations from other cancers
evaluated in this review. The published studies were mainly small prospective or retrospective case series with no
comparison or control groups. The two more recent meta-analyses and the RCT that evaluated the efficacy and
safety of HIPEC for gastric carcinoma were selected for critical appraisal.
Mi DH, Li Z, Yang KH, et al. Surgery combined with intraoperative hyperthermic intraperitoneal chemotherapy
(IHIC) for gastric cancer: a systematic review and meta-analysis of randomized controlled trials. Int J
Hyperthermia. 2013; 29:156-167. See Evidence Table. Sun J, Song Y, Wang Z, et al. Benefits of hyperthermic
intraperitoneal chemotherapy for patients with serosal invasion in gastric cancer: a meta-analysis of the
randomized controlled trials. BMC Cancer. 2012; 12:526. See Evidence Table. Yang XJ, Huang CQ, Suo T, et al.
Cytoreductive surgery and hyperthermic intraperitoneal chemotherapy improves survival of patients with
peritoneal carcinomatosis from gastric cancer: final results of a phase Ill randomized clinical trial. Ann Surg Oncol.
2011; 18:1575-1581. See Evidence Table.

The use of intraperitoneal hyperthermic chemotherapy (IPHC) in the treatment of Gastric, DMPM, and
PMP cancer does not meet the Kaiser Permanente Medical Technology Assessment Criteria.

Applicable Codes

Medicare — Considered not medically necessary for use of hyperthermia with chemotherapy
Non-Medicare - Considered Medically Necessary when criteria in the applicable policy statements listed
above are met:

CPT® Description

Codes
77600 Hyperthermia, externally generated; superficial (ie, heating to a depth of 4 cm or less)
77605 Hyperthermia, externally generated; deep (ie, heating to depths greater than 4 cm)
77610 Hyperthermia generated by interstitial probe(s); 5 or fewer interstitial applicators
77615 Hyperthermia generated by interstitial probe(s); more than 5 interstitial applicators
77620 Hyperthermia generated by intracavitary probe(s)

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).
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Criteria | Codes | Revision History

04/19/2007 | 04/02/2007, 04/16/2007 MPCRPC _(reinitiated policy document) 11/06/2012 MPCRPC, 03/01/2022
03/05/2013 MPCRPC 10/01/2013 MPC, 01/07/2014 MPC, 11/04/2014MPC, 09/01/2015MPC,
07/05/2016MPC, 05/02/2017MPC, 03/06/2018MPC, 03/05/2019MPC, 03/03/2020MPC,
03/02/2021MPC, 03/01/2022MPC, 03/07/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

08/02/2016 | Removed the diagnosis, Pseudomyxoma Peritonei (PMP), from the non-covered list
05/22/2020 | Added CPT codes 77600, 77610, 77615, 77620 and removed 96446.
03/01/2022 | Added ovarian cancer to the list of medically necessary diagnoses.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Intense Pulsed Light (IPL) for Meibomian Gland Dysfunction

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article None
Kaiser Permanente Medical Policy Due to the absence of a NCD, LCD, or other coverage

guidance, Kaiser Permanente has chosen to use their own
Clinical Review Criteria, Intense Pulsed Light (IPL) for
Meibomian Gland Dysfunction, for medical necessity
determinations. Use the Non-Medicare criteria below.

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting review for this service, please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Meibomian glands are located in the eyelids and secrete lipids into the surface of the eye. These lipids prevent
the tears from evaporating rapidly. Meibomian gland dysfunction (MGD) is an abnormality or obstruction of
meibomian glands leading to evaporation of the tears which in turn results in dry eye. Increased evaporative loss
results in tear film instability, hyperosmolarity and lacrimal system inflammation
(https://www.uptodate.com/contents/dry-eye-disease).

Meibomian gland dysfunction affects 70% of the population in some parts of the world (Craig, Chen, & Turnbull,
2015). Risk factors include age (the risk of MGD increases with age), ethnicity (Asians have high risk of MGD),
eye makeup, contact lenses. The pathophysiology of MGD is multifactorial; it includes inflammation, bacterial
overgrowth, abnormal blood vessel growth around the meibomian gland, and abnormal meibum production
(Sabeti, Kheirkhah, Yin, & Dana, 2019).

Clinical symptoms include dryness, red eyes, general irritation, gritty sensation, burning, paradoxical excessive
tearing, and decreased visual acuity (https://www.uptodate.com/contents/dry-eye-disease).
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Treatment of MGD includes artificial tears, heat application, manual gland expression, warm compresses,
lubricants with fatty acids, omega-3 supplementation, topical antibiotics, oral antibiotics, corticosteroids, or topical
cyclosporine (Craig et al., 2015; Dell, Gaster, Barbarino, & Cunningham, 2017). However, these therapies come
with adverse events, are temporarily effective and both physicians and patients are unsatisfied (Craig et al.,
2015). IPL has garnered interest due to its concomitant effectiveness on ocular and dermatological manifestations
in patients with rosacea. However, the mechanism by which this occurs is not well understood (Rennick &
Adcock, 2018).

The most common indication for IPL has been skin disorders such as rosacea and acne. Regarding this
treatment, the skin is exposed to the light with wavelengths from 500 to 1200 nm. The targeted tissue absorbed
the light. This generates heat which destroys the lesions (Craig et al., 2015). In addition, the wavelengths
stimulate melanin and hemoglobin in the skin causing coagulation and ablation of blood vessels ((Gao et al.,
2019); Rennick & Adcock, 2018) and suppressing inflammation. IPL can also eliminate bacteria on treated zones
of the skin. The theory is that IPL should improve MGD. There are several mechanisms by which IPL enhances
MGD: heating, occlusion of abnormal blood vessels, liquefaction of meibum improving secretion and excretion,
reduction in epithelial turnover, local photomodulation, activation of fibroblasts, enhancement of collagen
synthesis, and destruction of Demodex mites (Sabeti et al., 2019).

The procedure starts with placement of shields over the eyes. This serves as protection from the light. A cooling
gel is then applied to the area followed by administration of pulsed light around the eyelids. Manual gland
expression is then performed, and normal oil flow is restored in the tear film. The procedure lasts approximately
20 minutes and is performed once a month for four months (https://www.theeyeinstitute.com/dry-eye/intense-
pulsed-light-ipl-treatment/). Gao et al., 2019 (Gao et al., 2019) applied lidocaine cream for anesthesia for 30
minutes before placing the protective shield and administering IPL. Indications include rosacea, acne, MGD.
Other indications include hypertrichosis, benign cavernous hemangiomas, benign venous malformations,
telangiectasia, and pigmented lesions. It is also used in the cosmetic industry (Craig et al., 2015). IPL can only be
used for patients whose skin is Fitzgerald type four or below
(https://www.reviewofophthalmology.com/article/intense-pulsed-light-for-treating-dry-eye).

Medical Technology Assessment Committee (MTAC)

Intense Pulsed Light (IPL) for the treatment of meibomian gland dysfunction (MGD)

01/13/2020: MTAC REVIEW
Evidence Conclusion:
The evidence consists of six small randomized controlled trials. One RCT compared intense pulsed light (IPL) to
tobramycin/dexamethasone, three RCTs compared IPL plus meibomian gland expression to meibomian gland
expression alone, and two other RCTs compared IPL vs sham. Statistically significant reduction of symptoms was
found in each study. In addition, IPL appears to be safe as no serious adverse events were reported. However,
the studies have small sample size, short follow-up, the risk of bias is not low, power calculations were not
consistently provided. High-quality studies with large sample size and long-term follow-up are warranted. The
findings are promising.

Overall, the evidence is not sufficient to draw overarching conclusions on the effectiveness and safety of intense
pulsed light for the treatment of meibomian gland dysfunction.

Articles: PubMed search was conducted up to December 2, 2019 with the search terms (intense pulsed light OR
intense-pulsed-light OR intense pulse light OR intense-pulse-light OR IPL) AND (dry eye OR DED OR meibomian
OR MGD OR meibomian gland dysfunction). The search was limited to English language publications and human
populations. The reference lists of relevant studies were reviewed to identify additional publications. Non-
randomized controlled trials were excluded. Only randomized controlled trials were included in the review.

The search yielded several articles. However, seven RCTs were retained and reviewed. See Evidence Table.

The use of Intense Pulsed Light (IPL) for the treatment of meibomian gland dysfunction (MGD) does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.
Applicable Codes

Considered Not Medically Necessary:
CPT® Codes | Description

0207T Evacuation of meibomian glands, automated, using heat and intermittent pressure, unilateral
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0507T Near-infrared dual imaging (ie, simultaneous reflective and trans-illuminated light) of meibomian
glands, unilateral or bilateral, with interpretation and report
0563T Evacuation of meibomian glands, using heat delivered through wearable, open-eye eyelid
treatment devices and manual gland expression, bilateral
May be Unlisted procedure, skin, mucous membrane and subcutaneous tissue
submitted
with unlisted
code 17999
and ICD-10 | Meibomian gland dysfunction of eyelid
codes
HO02.88-
H02.88B

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

03/03/2020 | 03/03/2020MPC, 03/02/2021MPC, 03/01/2022MPC, 03/07/2023MPC, 03/12/2024MPC 09/11/2020

- MPC Medical Policy Committee

03/03/2020 MPC approved to endorse a non-coverage policy for IPL.
09/11/2020 Added CPT codes 0207T, 0507T, 0563T and 17999 w dx codes H02.88-H02.88B
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Islet Cell Transplantation for Type | Diabetes

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None

National Coverage Determinations (NCD) Islet Cell Transplantation in the Context of a Clinical Trial
(260.3.1)

Local Coverage Determinations (LCD) None

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting review for this service, please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage
determinations.

Background

Some patients with Type | diabetes fail to obtain adequate glucose control despite insulin treatment. Pancreas
allo-transplantation can restore metabolic control, but this procedure is limited by a shortage of donor organs and
a complex surgical procedure with associated morbidity and mortality. Transplantation of pancreatic islet cells is a
possible alternative treatment. The islet of Langerhans cells contains insulin-secreting b cells and make up only
about 1% of the whole pancreas.

In the early 1970s, researchers found that islet cell transplantation could be used to treat diabetes in rats. Since
that time, there have been attempts to apply this treatment to humans. Most of the applications of this procedure
were unsuccessful; the Islet Transplant Registry estimated in 1996 that only 6 percent of islet transplantations
done between 1990-1996 were successful (success defined as not needing insulin treatment for a year after
transplantation).

Medical Technology Assessment Committee (MTAC)

Islet Cell Transplantation
10/11/2001: MTAC REVIEW
Evidence Conclusion: To date, there has been one report of some success with islet cell transplantation in 7
patients; only 3 of these were followed-up for at least a year. The effectiveness of islet cell transplantation for type
1 diabetes cannot be determined based on the current published scientific evidence. A randomized controlled
trial, which will provide higher-quality data, was recently initiated by the Juvenile Diabetes Foundation and the
National Institutes of Health to study the effectiveness of islet cell transplantation.
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Articles: The searches yielded 60 articles. These were predominantly review articles and articles on technical
aspects of the procedure. There were no randomized controlled trials or meta-analyses. There were 3 empirical
articles with clinical outcomes; all were case series studies with sample sizes less than n=10. An evidence table
was done for the case series that used the most up-to-date techniques: Shapiro AMJ, Lakey JRT, Ryan EA,
Korbutt GS, Toth E, Warnock GL, Kneteman NM, Rajotte RV. Islet cell transplantation in seven patients with type
1 diabetes mellitus using a glucocorticoid-free immunosuppressive regimen. NEJM 2000; 343: 230-8. See
Evidence Table.

The use of Islet Cell Transplantation in the treatment of diabetes does not meet the Kaiser Permanente Medical
Technology Assessment Criteria.

Applicable Codes

Considered not medically necessary

CPT® Description

Codes

0584T Islet cell transplant, includes portal vein catheterization and infusion, including all imaging,
including guidance, and radiological supervision and interpretation, when performed;
percutaneous

0585T Islet cell transplant, includes portal vein catheterization and infusion, including all imaging,
including guidance, and radiological supervision and interpretation, when performed; laparoscopic

0586T Islet cell transplant, includes portal vein catheterization and infusion, including all imaging,
including guidance, and radiological supervision and interpretation, when performed; open

HCPC Description

Codes

$2102 Islet cell tissue transplant from pancreas; allogeneic *S codes not covered by Medicare

Medicare - Considered Medically Necessary when criteria in the applicable policy statements listed above
are met
Non-Medicare - Considered not medically necessary

HCPC Description

Codes

G0341 Percutaneous islet cell transplant, includes portal vein catheterization and infusion
G0342 Laparoscopy for islet cell transplant, includes portal vein catheterization and infusion
G0343 Laparotomy for islet cell transplant, includes portal vein catheterization and infusion

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

11/17/2000 05/03/2011 MBCRPC ' 08/02/2011 MPCRPC ' 06/05/2012 MPCRPC  04/02/2013 MPCRPC
02/04/2014 MPC 12/02/2014 MPC 10/06/2015MPC, 08/02/2016MPC, 06/06/2017MPC,
04/03/2018MPC, 03/05/2019MPC  03/03/2020MPC, 03/02/2021MPC, 03/01/2022MPC |
03/07/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee

MPC Medical Policy Committee

06/23/2020 | Added CPT codes 0584T, 0585T and 0586T
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Jaw Motion Rehabilitation Device (Jaw Stretch Device)

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article (LCA) None
Kaiser Permanente Medical Policy Due to the absence of a NCD, LCD, or other coverage

guidance, Kaiser Permanente has chosen to use their own
Clinical Review Criteria, “Jaw Motion Rehabilitation Device,”
for medical necessity determinations. Use the Non-Medicare
criteria below.

For Non-Medicare Members
Jaw motion rehabilitation system is medically necessary to treat mandibular hypomobility when caused by
radiation therapy in persons with head and neck cancer.

It is not medically necessary for any other indication, as there is insufficient evidence in the published medical
literature to show that this service/therapy is as safe as standard services/therapies and/or provides better long-
term outcomes than current standard services/therapies.

If requesting these services, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

e Last 6 months of radiology notes if applicable

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When significant
new articles are published that impact treatment option, Kaiser Permanente will review as needed. This information is
not to be used as coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Trismus, defined as a tonic spasm of the muscles of mastication from diseases of the trigeminal nerve, is often
used to describe mandibular hypomotility of any cause. Mandibular hypomotility is a common symptom in patients
suffering from temporomandibular disorders as well as variety pathologies of the masticatory system. It may be
related to intra- or extra-articular conditions such as synovitis, osteoarthritis, fibrosis, facial space infections,
coronoid hyperplasia, fibrosis following radiation therapy, and tumors involving the head and neck regions.
Patients with mandibular hypomotility experience limitations during eating, speaking, and with oral hygiene (Israel
1997, Cohen 2005, Melchers 2009).

The temporomandibular joint (TMJ) is a synovial joint that functions according to the same biological rules as
other synovial joints and follows the same principles of joint motion and rehabilitation. Several manual,
mechanical, and electromechanical approaches have been used for TMJ mobilization and increasing mouth
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opening. The most common methods used are isometric and range of motion exercises, tongue depressor
therapy, and mechanical stretching devices (Israel 1997).

The Therabite System (Therabite Corporation, Bryn Mawr, PA) is a handheld patient controlled, mechanical
device with two mouthpieces that are inserted between the teeth of the upper and lower jaw. By squeezing the
handles, the mouthpieces open and assist the opening of the mouth. The horseshoe-shaped surfaces on the
arms come in contact with the teeth and spread the load across 10 anterior teeth in each jaw. This generates less
force on the incisors than spatulas or screws and makes the Therabite appliance more comfortable to use. The
force applied by squeezing and releasing the handle stretches the fibrosis intermittently. Maximum device
opening can be adjusted between 25 and 45 mm using a single screw and can be sequentially increased by the
patient or clinician. Similar to other exercise regimens and physiotherapy, the patient must be motivated and must
use the device correctly and regularly. Adherence to exercise regimens has a positive effect on outcome, and
poor adherence may be a barrier to treatment success (Buchbinder 1993, Gibbons 2007, Melchers 2009).

Medical Technology Assessment Committee (MTAC)

Jaw Motion Rehabilitation Device
04/16/2012: MTAC REVIEW
Evidence Conclusion: In a relatively small unblinded, randomized, controlled trial, Maloney and colleagues
(2002) compared the effectiveness of a passive jaw motion device (Therabite) and wooden tongue depressors
(WTD) in patients with temporomandibular joint and muscle disorders that did not respond to manual manipulation
and bite plane therapy. The authors did not discuss the cause of mouth opening restriction. After undergoing
manual manipulation of the mandible combined with flat bite plane therapy for 4 weeks, eligible patients were
randomly assigned to one of three treatment groups: Therabite group, wooden tongue depressor group, or control
group. Patients in the first 2 intervention groups received treatment for 4 weeks, and the control group received a
total of 8 weeks of flat bite plane therapy only. The authors did not discuss compliance with therapy or
completeness of follow-up. The results of the trial show that passive jaw motion therapy using Therabite was
more effective than using wooden tongue depressor in reducing pain and increasing the maximum interincisal
opening.
In a smaller RCT, Buchbinder and colleagues (1993) compared the use of Therabite system plus unassisted
exercise vs. tongue blade therapy plus unassisted exercise, or unassisted exercise only for 10 weeks in 21
patients with decreased interincisal opening secondary to radiation therapy after head and neck cancer resection.
The initial average maximum interincisal opening (MO) was 21.6 mm. All three groups showed an initial increase
in the MO in the first 4 weeks, after which there was only minimal further gain in the unassisted exercise group
with or without tongue blade therapy. After 6 weeks of treatment, the net increase in MO in the Therabite group
was significantly greater than either of the other 2 groups. In conclusion, evidence from two small RCTs suggest
that passive jaw motion rehabilitation using Therabite device may be more effective than unassisted exercise,
manual manipulation, and bite plane therapy with or without tongue blade therapy in reducing pain and improving
maximum interincisal opening in patients with mandibular hypomobility.
Articles: The literature on the use jaw motion rehabilitation devices for patients with mandibular hypomotility is
limited. Only two small RCTs comparing TheraBite to other treatment were identified and critically appraised,
Maloney GE, Mehta N, Forgione AG, et al. Effect of a passive jaw motion device on pain and range of motion in
TMD patients not responding to flat plane intraoral appliances. Cranio. 2002; 20:55-66. See Evidence Table.
Buchbinder D, Currivan RB, Kaplan AJ, et al. Mobilization regimens for the prevention of jaw hypomobility in the
radiated patient: a comparison of three techniques. J Oral Maxillofacial Surg. 1993; 51:863-867.

The use of jaw motion rehabilitation device for mandibular hypomobility does not meet the Kaiser Permanente
Medical Technology Assessment Criteria.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

HCPC Codes | Description
E1700 Jaw motion rehabilitation system
E1701 Replacement cushions for jaw motion rehabilitation system, package of 6
E1702 Replacement measuring scales for jaw motion rehabilitation system, package of 200

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.
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CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

05/01/2012 | 05/01/2012MPCRPC  06/05/2012MPCRPC| 04/02/2013MPCRPC| 02/04/2014 MPC, 12/02/2014 | 06/06/2017
MPC10/06/2015MPC, 08/02/2016MPC, 06/06/2017MPC, 04/03/2018MPC, 04/02/2019MPC,
04/07/2020MPC, 04/06/2021MPC, 04/05/2022MPC, 04/04/2023MPC, 01/09/2024MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

06/06/2017 | Adopted Kaiser Permanente policy for Medicare members
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Ketamine for the Treatment of Depression and Other Psychiatric Disorders

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article (LCA) None
Kaiser Permanente Medical Policy Due to the absence of an active NCD, LCD, or other coverage

guidance, Kaiser Permanente has chosen to use their own
Clinical Review Criteria, “Ketamine for the Treatment of
Depression and Other Psychiatric Disorders” for medical
necessity determinations. Refer to the Non-Medicare criteria
below.

For Non-Medicare Members

Ketamine (intranasal, intravenous, or subcutaneous) is considered experimental and investigational as its clinical
value has not been established. Non-covered diagnoses include but are not limited to:

e Chronic pain

Depression

Generalized anxiety and social anxiety disorders

Substance use disorder

Suicidal ideation

*Esketamine nasal spray (Spravato) has separate criteria for pharmacy review:
https://wa-provider.kaiserpermanente.org/static/pdf/provider/clinical-review/list-officeinject.pdf

For non-covered criteria

If requesting review for this service please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Hayes Review
Ketamine Infusion for Treatment-Resistant Bipolar Depression
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Conclusion - D?

A small body of very low-quality evidence found that ketamine infusion rapidly reduces symptoms of severe

bipolar depression. Although the antidepressant effects appear to last for only a few days, this can be clinically

significant if it improves the mood of severely depressed, potentially suicidal patients. In all of the studies, only a

single dose of ketamine was administered; the safety and effectiveness of repeated administration of ketamine

for treatment of bipolar depression is unknown. The evidence suggests that ketamine is reasonably safe.

Additional large, well-designed studies with adequate follow-up are needed to evaluate the long-term effects of

prolonged ketamine treatment.

Insights

e Ketamine is administered by infusion because it does not have good bioavailability via alternative routes,
such as oral or intramuscular injection.

o The low oral bioavailability and potential for abuse makes ketamine an unlikely first- or second-line therapy
for bipolar depression.

e Persons with bipolar disorder are more apt to seek medical attention when they are depressed; therefore, a
careful medical history must be obtained to avoid misdiagnosis of the patient’s disorder as major depression.

¢ None of the reviewed payers had policies available for the use of ketamine to treat bipolar depression.

Ketamine as Primary Therapy for Treatment-Resistant Unipolar Depression Or Posttraumatic Stress

Disorder
Conclusion- C (For ketamine as a treatment for treatment-resistant unipolar depression)
D2 (For ketamine as a treatment for posttraumatic stress disorder (PTSD).
A moderate-size body of low-quality evidence has consistently found that ketamine reduces symptoms of severe
treatment-resistant unipolar depression, symptoms of PTSD, or suicidal ideation at short-term follow-up of 1 to 3
days posttreatment; however, the findings at longer-term follow-up of 1 to 4 weeks are mixed. The maijority of
the studies administered only a single dose of ketamine; the safety and effectiveness of repeated administration
of ketamine for treatment of depression or PTSD is unknown. The evidence suggests that ketamine is reasonably
safe if complications are properly managed. Additional large, well-designed studies with adequate follow-up are
needed to evaluate the long-term effects of prolonged ketamine treatment, to assess simplified ketamine
administration via intranasal or subcutaneous routes, to determine the efficacy and safety of ketamine for PTSD
treatment, and to evaluate the efficacy and safety of ketamine relative to ECT for unipolar depression.

Insights

e The low oral bioavailability and potential for abuse makes ketamine an unlikely first- or second-line therapy
for treatment-resistant unipolar depression or PTSD.

e The reviewed studies found that ketamine is consistently beneficial for 24 hours posttreatment; however, the
durability of results at 1 to 4 weeks posttreatment are mixed. Thus, it is unclear whether ketamine provides
durable relief of depression or PTSD symptoms.

o As the beneficial effects of ketamine may be limited to 24 hours posttreatment, it is important to establish the
safety and effectiveness of repeated administration of ketamine. There is currently a paucity of studies
investigating repeated administration of ketamine for unipolar depression or PTSD.

e Several representative payer organizations do not have coverage policies for ketamine monotherapy for
unipolar depression or PTSD.

Applicable Codes

Considered Not Medically Necessary - experimental, investigational or unproven:

CPT® or Description

HCPCS

Codes

J3490 Unclassified drugs

Commonly submitted with CPT code(s) 96365, 96366, 96367, or 96368

ICD-10 Description

Codes

FO1-FQ9 Mental disorders due to known physiological conditions

F10-F19 Mental and behavioral disorders due to psychoactive substance use

F20-F29 Schizophrenia, schizotypal, delusional, and other non-mood psychotic disorders

F30-F39 Mood [affective] disorders

F40-F48 Anxiety, dissociative, stress-related, somatoform and other nonpsychotic mental disorders
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F50-F59 Behavioral syndromes associated with physiological disturbances and physical factors
F60-F69 Disorders of adult personality and behavior

F70-F79 Intellectual disabilities

F80-F89 Pervasive and specific developmental disorders

F90-F98 Behavioral and emotional disorders with onset usually occurring in childhood and adolescence
F99-F99 Unspecified mental disorder

T14.91XA Suicidal behavior with attempted self-injury

R45.89 Suicidal behavior without attempted self-injury

T65.92XA Suicidal deliberate poisoning

R45.851 Suicidal ideation

R45.851 Suicidal ideations

R45.851 Suicidal intent

T50.902A Suicidal overdose

T50.902A Suicidal overdose, initial encounter

T50.902S Suicidal overdose, sequela

T50.902D Suicidal overdose, subsequent encounter

R45.89 Suicidal risk

R45.851 Suicidal thoughts

R45.851 Feeling suicidal

T40.602A Narcosis due to narcotic, purposeful, non-suicidal

Z71.1 Concern about becoming suicidal without diagnosis

F32.A, Depression with suicidal ideation

R45.851

791.52 History of non-suicidal self-harm

Z91.51 History of suicidal behavior

G89.21 Chronic pain due to trauma

G89.22 Chronic post-thoracotomy pain

(G89.28 Other chronic postprocedural pain

G89.29 Other chronic pain

G89.3 Neoplasm related pain (acute) (chronic)

G89.4 Chronic pain syndrome

G90.511 Complex regional pain syndrome | of right upper limb
G90.512 Complex regional pain syndrome | of left upper limb
G90.513 Complex regional pain syndrome | of upper limb, bilateral
G90.519 Complex regional pain syndrome | of unspecified upper limb
G90.521 Complex regional pain syndrome | of right lower limb
G90.522 Complex regional pain syndrome | of left lower limb
G90.523 Complex regional pain syndrome | of lower limb, bilateral
G90.529 Complex regional pain syndrome | of unspecified lower limb
G90.59 Complex regional pain syndrome | of other specified site

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions, and materials are copyrighted by Centers for Medicare Services (CMS).

11/10/2021 | 12/07/2021MPC, 12/06/2022MPC, 12/09/2023MPC 12/07/2021

MPC Medical Policy Committee
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12/07/2021 MPC approved to adopt a policy of nhon-coverage for IV Ketamine for mental diagnoses
including chronic pain, depression, generalized anxiety and social anxiety disorders, substance
use disorder and suicidal ideation.

06/21/2022 Updated the 60-day notice to 12/1/2022 and removed “oral” per Pharmacy
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Kaiser Foundation Health Plan
of Washington

PATIENT REFERRAL GUIDELINES
Kidney Transplant

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc., provide these
Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to Kaiser
Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review Criteria or
any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on any
website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Review
Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in their benefits. Always
consult the patient's Evidence of Coverage or call Kaiser Permanente Customer Service to determine coverage for a specific
medical service.

Criteria
For Medicare Members

Chapter Manual Medicare Benefits Manual Chapter 11 — End Stage Renal
Disease Section 140 - Transplantation

National Coverage Determination (NCD) Thoracic Duct Drainage (TDD) in Renal Transplants (20.3)
Dental Examination Prior to Kidney Transplantation (260.6)
Nonselective (Random) Transfusions and Living Related Donor
Specific Transfusions (DST) in Kidney Transplantation 110.16
Local Coverage Determination (LCD) None

For Non-Medicare Members

Transplantation may be considered for patients with end-stage or life-threatening disease who have no
prospect for prolonged survival, or whose quality of life is severely impaired. Kidney transplantation is the
preferred renal replacement therapy for almost all patients with chronic kidney disease. Most patients with
chronic kidney disease or end stage renal disease should be considered for kidney transplant evaluation.
However, the patient must have adequate social support systems and a proven record of adherence to medical
treatment. These guidelines for referral for transplant evaluation are not intended as an automatic inclusion or
exclusion of a candidate for referral. Referral to a regionally contracted transplant center for kidney transplant
does not guarantee that the patient will be listed or transplanted. These are decisions made at the Transplant
Center’s discretion.

1. GENERAL PRINCIPLES

a. If clinical parameters of end-stage or life-threatening disease indicate the need for transplantation, then
early referral should be made.

b. Patients with a history of malignancy with a moderate to high risk of recurrence (as determined after
consultation with oncologist considering tumor type, response to therapy, and presence or absence of
metastatic disease) may be unsuitable candidates for transplantation. Patients with low risk of recurrence
may be considered.

c. Uncontrollable active infection is a contraindication to transplant.

d. Candidates with a history of substance abuse must be free from alcohol and other substance abuse for
six (6) months and have been evaluated by a substance abuse program. The risk of recidivism, which has
been documented to negatively impact transplant outcomes, must be addressed and considered to be
low.123 Exceptions may be made on a case-by-case basis.

e. Candidates for thoracic organ (heart, lung and heart/lung) transplants must be free from tobacco use for
the previous six (6) months. Routine monitoring may be required. Specific programs for abdominal organs
(liver, intestines, and kidney) may require abstinence from tobacco products in order to be actively listed.

f. Candidates must have adequate social support systems and display a proven record of adherence to
medical treatment.

g. Patients must be willing and able to travel within short notice to the KP approved transplant Center of
Excellence and, if necessary, return for treatment of complications.
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h. Patients must have a care giver or care givers who are physically and cognitively able to assist the patient
with self- care activities and are available to travel within short notice to the KP approved transplant
Center of Excellence.

i. The presence of significant irreversible neurologic dysfunction, active psychological and/or psychiatric
conditions, and/or other social behaviors that prevent adherence with a complex medical regimen, are
considered contraindications for referral for transplant.

j.  Evidence of such nonadherence may be failure to keep appointments, failure to make steady progress in
completing pre-transplant evaluation requirements, failure to accurately follow medication regimens or
failure to accomplish the activities required for maintenance on the waiting list.

k. Whenever transplant is considered as an option and discussed with the patient and/or family, consultation
with Advanced Life Care Planning/Palliative Care resources is strongly recommended.

2. INDICATIONS FOR KIDNEY TRANSPLANT

Most patients with kidney failure can be considered for transplantation. It is important to note that these are

guidelines and should be applied together with careful clinical judgment. The aim is to perform pre-emptive

renal transplantation without initiation of standard kidney replacement therapy (hemodialysis/peritoneal
dialysis).

a. %A\II [))ediatric and adult patients who require dialysis or are expected to require dialysis within the next 12
months can be considered candidates. If possible, patients should be evaluated prior to this time to
discuss options for renal replacement therapy.

1. Patients with an estimated GFR < 30 should be informed of, educated about, and considered for
potential referral for transplantation.4

b. Known Type 2 diabetes patients, sometimes referred to as type 1.5 diabetes, with BMI <28, who require
low-dose insulin, may be considered for SPK. Input from endocrinology may be needed.

c. Patients cannot be listed on the UNOS waiting list for a deceased donor kidney until their estimated GFR,
calculated by the CKD-EPI creatinine equation (2021) that are refitted without race or the CKD-EPI
creatinine-cystatin equation (2012) that are refitted without race, is less than 20ml/min.267

d. Estimated GFR for the pediatric population using the Schwartz formula of 10 — 15, or sooner if
symptomatic. Symptomology is defined as poor growth/failure to thrive and suboptimal energy level
despite adequate caloric support. Patients with estimated GFR <30 may be referred early.

CONTRAINDICATIONS FOR KIDNEY TRANSPLANT

a. Significant irreversible coronary artery disease and/or left ventricular dysfunction, and irreversible
pulmonary disease.

b. Irreversible peripheral vascular disease, including carotid vascular disease. (Amputation alone is not a
contraindication)

c. Uncontrolled hypertension.

RELATIVE CONTRAINDICATIONS FOR KIDNEY TRANSPLANT

a. Patients with a BMI = 40 may be referred to the COE for individual consideration and concurrently
referred for weight loss intervention.

b. Active nicotine abuse.

Age: There is no firm upper limit cut-off for kidney transplantation.

When considering candidacy, close attention should be paid to concurrent conditions, such as frailty, that

would increase the risk of morbidity and mortality.

e. Presence of other significant, permanent, irreversible organ failure.

oo

Footnotes

1. Liver Transplantation 2006, .12:813-820. Alcohol consumption patterns and predictors of use following liver transplantation for
alcoholic liver disease.

2. Liver Transplant Surg. 1997, Vol 3, 304 — 310. The natural history of alcoholism and its relationship to liver transplantation.

Alcohol abstinence prior to liver transplantation for Alcoholic Liver Disease (G110807), TPMG New Medical Technology

4.  KDIGO Clinical Practice Guideline on the Evaluation and Management of Candidates for Kidney Transplantation. Transplantation.
2020;104: ST -S103.

5. Inker, Lesley A, et al.,, "New Creatinine- and Cystatin C-Based Equations to Estimate GFR without Race.” N Engl J Med 2021; DOI:
10.1056/NEJM0a2102953

6. Hsu, Chi-yuan, et.al., "Race, Genetic Ancestry, and Estimating Kidney Function in CKD.” N Engl J Med 2021; DOI:
10.1056/NEJM0a2103753

7. National Kidney Foundation, eGFR Calculator: https://www.kidney.org/professionals/kdogi/gfr calculator

w
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If requesting this service, please send the following documentation to support medical necessity:
e Copy of final summary report from multidisciplinary transplant team

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage

Background
Kidney transplant is a surgical procedure to implant a healthy kidney into a patient with kidney disease or kidney
failure. The kidney transplant may be taken from a living donor or from a recently deceased donor.

The transplant is conducted when the patient has non-reversible, end stage renal failure with a glomerular
filtration rate 20 mL/min/1.73m2 (0.33 mL/sec/1.73m2) or less. There are several causes for renal failure, but the
most common cause is diabetes or hypertension.

Evidence and Source Documents
See evidence document for HIV patients: Organ Transplant for HIV Positive Patients

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® Description

Codes

50300 Donor nephrectomy (including cold preservation); from cadaver donor, unilateral or bilateral
50320 Donor nephrectomy (including cold preservation); open, from living donor

50323 Backbench standard preparation of cadaver donor renal allograft prior to transplantation,

including dissection and removal of perinephric fat, diaphragmatic and retroperitoneal
attachments, excision of adrenal gland, and preparation of ureter(s), renal vein(s), and renal
artery(s), ligating branches, as necessary

50325 Backbench standard preparation of living donor renal allograft (open or laparoscopic) prior to
transplantation, including dissection and removal of perinephric fat and preparation of ureter(s),
renal vein(s), and renal artery(s), ligating branches, as necessary

50327 Backbench reconstruction of cadaver or living donor renal allograft prior to transplantation;
venous anastomosis, each

50328 Backbench reconstruction of cadaver or living donor renal allograft prior to transplantation;
arterial anastomosis, each

50329 Backbench reconstruction of cadaver or living donor renal allograft prior to transplantation;
ureteral anastomosis, each

50340 Recipient nephrectomy (separate procedure)

50360 Renal allotransplantation, implantation of graft; without recipient nephrectomy

50365 Renal allotransplantation, implantation of graft; with recipient nephrectomy

50370 Removal of transplanted renal allograft

50380 Renal autotransplantation, reimplantation of kidney

50547 Laparoscopy, surgical, donor nephrectomy (including cold preservation), from living donor

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).
01

05/1996 10/05/2010 MPCRPC ' 08/02/2011 MPCRPC ' 06/05/2012 MPCRPC ' 04/02/2013 MPCRPC, 01/10/2022
02/04/2014 MPC, 12/02/2014 MPC, 10/06/2015MPC, 08/02/2016MPC,
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06/06/2017MPC, 04/03/2018MPC, 04/02/2019MPC  04/07/2020MFC, 04/06/2021MPC,
04/05/2022MFC  04/04/2023MPC
MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

05/07/2019 | MPC approved to adopt KP National criteria for Kidney transplant.
03/03/2020 | MPC approved the proposed changes from KP National Transplant Services.
04/06/2021 | Per National Transplant Guidelines: 1.3 added “active”

01/10/2022 | MPC approved the proposed changes from KP National Transplant Services. 60-day notice is
not required.
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Kaiser Foundation Health Plan
of Washington

PATIENT REFERRAL GUIDELINES
Kidney/Pancreas Transplant

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals Medicare Benefits Manual Chapter 11 — End Stage Renal
Disease Section 140 - Transplantation

National Coverage Determinations (NCD) Pancreas Transplants (260.3)

Local Coverage Determinations (LCD) None

For Non-Medicare Members
Note: Simultaneous Pancreas Kidney Transplantation (SPK)1

Transplantation may be considered for patients with end-stage or life-threatening disease who have no prospect
for prolonged survival, or whose quality of life is severely impaired. These guidelines for referral for transplant
evaluation are not intended as an automatic inclusion or exclusion of a candidate for referral. It is important to
note that these are guidelines and should be applied together with careful clinical judgment. Patient and treating
physician should understand the uncertain benefits of successful pancreas transplantation beyond glucose
control.

1. GENERAL PRINCIPLES

a. If clinical parameters of end-stage or life-threatening disease indicate the need for transplantation, then
early referral should be made.

b. Patients with a history of malignancy with a moderate to high risk of recurrence (as determined after
consultation with oncologist considering tumor type, response to therapy, and presence or absence of
metastatic disease) may be unsuitable candidates for transplantation. Patients with low risk of recurrence
may be considered.

c. Uncontrollable active infection is a contraindication to transplant.

d. Candidates with a history of substance abuse must be free from alcohol and other substance abuse for
six (6) months and have been evaluated by a substance abuse program. The risk of recidivism, which has
been documented to negatively impact transplant outcomes, must be addressed and considered to be
low234, Exceptions may be made on a case-by-case basis.

e. Candidates for thoracic organ (heart, lung and heart/lung) transplants must be free from tobacco use for
the previous six (6) months. Routine monitoring may be required. Specific programs for abdominal organs
(liver, intestines, and kidney) may require abstinence from tobacco products in order to be actively listed.

f. Candidates must have adequate social support systems and display a proven record of adherence to
medical treatment.

g. Patient must be willing and able to travel within short notice to the KP approved transplant Center of
Excellence and, if necessary, return for treatment of complications.

h. Patient must have a care giver or care givers who are physically and cognitively able to assist the patient
with self-care activities and are available to travel within short notice to the KP approved transplant
Center of Excellence.

i. The presence of significant irreversible neurologic dysfunction, active psychological and/or psychiatric
conditions, and/or other social behaviors that prevent adherence with a complex medical regimen, are
considered contraindications for referral for transplant.
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j.  Evidence of such non adherence may be: failure to keep appointments, failure to make steady progress
in completing pre-transplant evaluation requirements, failure to accurately follow medication regimens or
failure to accomplish the activities required for maintenance on the waiting list.
k. Whenever transplant is considered as an option and discussed with the patient and/or family, consultation

2. INDICATIONS FOR SPK TRANSPLANT

a. Type 1 (as verified by stimulated C-peptide testing or presence of antibodies to glutamic acid
decarboxylase, islet cell, insulin, etc.) diabetes mellitus with or approaching end stage renal disease. A
diagnosis of Type 1.5 diabetes mellitus may be needed by endocrinology.

1. In selective situations, known Type 2 Diabetes Mellitus patients (also referred to as Type
1.5 DM) with low C peptide and a low BMI (<28), requiring low dose insulin with end stage
renal disease or advanced CKD may be considered for SPK.

b. Optimally and intensively managed by an endocrinologist for at least 12 months for Type 1 diabetes
mellitus.®

c. Age 18-55, except under special clinical circumstances.

d. Must be a candidate for kidney transplantation. Patients cannot be listed on the UNOS waiting list for a
deceased donor kidney until their estimated GFR, calculated by the CKD-EPI creatinine equation (2021)
that are refitted without race or the CKD-EPI creatinine-cystatin equation (2012) that are refitted without
race, is less than 20ml/min.&-2:&

CONTRAINDICATIONS FOR SPK TRANSPLANT

a. Significant irreversible coronary artery disease and/or left ventricular dysfunction, and irreversible
pulmonary disease.

b. Irreversible peripheral vascular disease, including carotid vascular disease. (Amputation alone is not a
contraindication)

c. Uncontrolled hypertension.

RELATIVE CONTRAINDICATIONS FOR SPK TRANSPLANT
a. BMI = 35. Patients may be referred to the COE for individual consideration
i. May be concurrently referred for weight loss intervention.
b. Cachexia and/or malnourishment

Footnotes

1. In certain situations where the NTS COE recommends, in discussion with the patient, to proceed with a staged transplant procedure
(living donor kidney followed by cadaveric pancreas transplant) due to organ availability, the patient will need to meet the
indications for a SPK transplant.

2. Liver Transplantation 2006, .12:813-820. Alcohol consumption patterns and predictors of use following liver transplantation for
alcoholic liver disease.

3. Liver Transplant Surg. 1997, Vol 3, 304 — 310.The natural history of alcoholism and its relationship to liver transplantation.

4. Alcohol abstinence prior to liver transplantation for Alcoholic Liver Disease (G110807), TPMG New Medical Technology

5. National Coverage Determination (NCD) for Pancreas Transplants (260.3) version 3._http://www.cms.gov/medicare-coverage-
database/details/ncd-details.aspx?

6. Inker, Lesley A, et al, "New Creatinine- and Cystatin C-Based Equations to Estimate GFR without Race.” N Engl J Med 2021; DOI:
10.1056/NEJM0a2102953

7. Hsu, Chi-yuan, et.al., "Race, Genetic Ancestry, and Estimating Kidney Function in CKD.” N Engl J Med 2021; DOI:
10.1056/NEJM0a2103753

8. National Kidney Foundation, eGFR Calculator: https://www.kidney.org/professionals/kdoqi/gfr calculator

If requesting this service, please send the following documentation to support medical necessity:
«  Copy of final summary report from multidisciplinary transplant team

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage

Background

This service is covered when it is medically necessary and identified as a benefit in the consumer’s coverage
contract. The Kaiser Permanente Nephrologists in collaboration with the Kaiser Permanente Transplant
Committee and the Transplant Centers define the Kaiser Permanente patient referral guidelines.
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Evidence and Source Documents

Kaiser Permanente Committee on Emerging Technology

Transplant, simultaneous Pancreas/Kidney (SPK) - 7/11/1990

Simultaneous pancreas/kidney transplantation is approved for diabetic patients who otherwise would be
candidates for a kidney transplant, subject to review in six months.

The University of Washington transplant criteria set are used as a source document and updated when new
efficacy data becomes available by the Kaiser Permanente Nephrology section with approval by the Kaiser
Permanente Transplant Committee.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® Codes | Description

50300 Donor nephrectomy (including cold preservation); from cadaver donor, unilateral or bilateral

50320 Donor nephrectomy (including cold preservation); open, from living donor

50323 Backbench standard preparation of cadaver donor renal allograft prior to transplantation, including
dissection and removal of perinephric fat, diaphragmatic and retroperitoneal attachments, excision
of adrenal gland, and preparation of ureter(s), renal vein(s), and renal artery(s), ligating branches,
as necessary

50325 Backbench standard preparation of living donor renal allograft (open or laparoscopic) prior to
transplantation, including dissection and removal of perinephric fat and preparation of ureter(s),
renal vein(s), and renal artery(s), ligating branches, as necessary

50327 Backbench reconstruction of cadaver or living donor renal allograft prior to transplantation; venous
anastomosis, each

50328 Backbench reconstruction of cadaver or living donor renal allograft prior to transplantation; arterial
anastomosis, each

50329 Backbench reconstruction of cadaver or living donor renal allograft prior to transplantation; ureteral
anastomosis, each

50340 Recipient nephrectomy (separate procedure)

50360 Renal allotransplantation, implantation of graft; without recipient nephrectomy

50365 Renal allotransplantation, implantation of graft; with recipient nephrectomy

50370 Removal of transplanted renal allograft

50380 Renal autotransplantation, reimplantation of kidney

50547 Laparoscopy, surgical; donor nephrectomy (including cold preservation), from living donor

48550 Donor pancreatectomy (including cold preservation), with or without duodenal segment for
transplantation

48551 Backbench standard preparation of cadaver donor pancreas allograft prior to transplantation,
including dissection of allograft from surrounding soft tissues, splenectomy, duodenotomy, ligation of
bile duct, ligation of mesenteric vessels, and Y-graft arterial anastomoses from iliac artery to
superior mesenteric artery and to splenic artery

48552 Backbench reconstruction of cadaver donor pancreas allograft prior to transplantation, venous
anastomosis, each

48554 Transplantation of pancreatic allograft

48556 Removal of transplanted pancreatic allograft

HCPC Codes | Description
S$2065 Simultaneous pancreas kidney transplantation *S codes not covered by Medicare

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be

covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).
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07/11/1997 | 04/05/2010MPCRPC 08/02/2011MPCRPC, 06/05/2012MPCRPC, 04/02/2013MPCRPC, 01/10/2022
02/04/2014 MPC, 12/02/2014MPC, 10/06/2015MPC, 08/02/2016MPC, 06/06/2017MPC,
04/03/2018MPC, 04/02/2019MPC, 04/07/2020MPC, 04/06/2021MPC, 04/05/2022MPC,
04/04/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

04/07/2020 | MPC approved to adopt Kaiser Permanente National coverage policy

06/12/2020 | Added “Patient Referral Guidelines” to title; changed background from patient selection criteria to
patient referral guidelines

04/06/2021 | Per National Transplant Guidelines: 1.3 added “active”

01/10/2022 | MPC approved the proposed changes from KP National Transplant Services. 60-day notice is not

required.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Vertebroplasty + Kyphoplasty

e Percutaneous Vertebroplasty with Polymethylmethacrylate
e Radiofrequency Ablation with Vertebral Augmentation for Painful Spinal Metastases

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to Kaiser
Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review Criteria or any
Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on any website, or in
any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice nor
guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical Review
Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits. Always
consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday through
Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members
CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) Percutaneous Vertebral Augmentation (PVA) for Osteoporotic
Vertebral Compression Fracture (VCF) (L34106)
Local Coverage Article Billing and Coding: Percutaneous Vertebral Augmentation (PVA) for
Osteoporotic Vertebral Compression Fracture (VCF) (A56573)

For Non-Medicare Members

Kaiser Permanente has elected to use coverage guidance from the Noridian Local Coverage Determination (LCD)
L34106 Percutaneous Vertebral Augmentation (PVA) for Osteoporotic Vertebral Compression Fracture (VCF) for
medical necessity determinations for non-Medicare members.

*Note: Provisions in the LCD and related coding article only address Vertebral Augmentation for Osteoporotic Vertebral
Compression Fracture (VCF). Coverage will remain available for medically necessary procedures for other conditions
not included in the LCD, such as other pathologic vertebral compression fractures.

Percutaneous vertebral augmentation is not covered if the procedure includes the following:

A. Radiofrequency-assisted vertebral augmentation with ultrahigh viscosity cement, including but not limited to
Radiofrequency-Targeted Vertebral Augmentation™ (RF-TVA™) with the StabiliT® System

B. Mechanical vertebral augmentation using any device other than a balloon device, including but not limited to use of
the following:
1. Use of the Kiva®

Percutaneous Sacroplasty — there is insufficient evidence in the published medical literature to show that this
service/therapy is as safe as standard services/therapies and/or provides better long-term outcomes than current
standard services/therapies.

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage
determinations.

Background
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Vertebral compression fractures (VCFs) occur when the bones of the spine become compressed and break. It is
estimated that about five million new vertebral fractures occur worldwide each year. Most common in elderly
populations and females, osteoporosis is responsible for more than 1.5 million fractures annually, the majority of
which are vertebral. Other potential causes of VCFs include trauma, steroid use, malignancy in the vertebrae, and
haemangioma. In any case, VCFs can be asymptomatic and resolve without treatment, however, they are
frequently associated with pain, disability, and reduced quality of life (QoL). To add to this, VCFs are a risk factor for
subsequent fractures which can lead to additional complications such as kyphosis, impairment of mobility or
balance, and increased mortality to name a few (Chitale and Prasad 2013).

The majority of patients with VCFs are successfully treated with conservative management aimed to alleviate
symptoms via external bracing, decreased activity and analgesics. Some patients, however, will experience
persistent pain and symptoms refractory to medical therapy and may require additional intervention.

Over the last twenty years, two minimally invasive techniques to augment the vertebral bodies and reduce pain
have been developed as a treatment option for refractory VCFs. The first technique, percutaneous vertebroplasty,
was first introduced in France by Deramond and colleagues in 1984 and later, in 1993, was introduced into clinical
practice in the United States (US). The procedure, initially performed to strengthen vertebrae weakened by
angiomas, involved injection of polymethylmethacrylate (PMMA) into a collapsed vertebral body under fluoroscopic
guidance (Deramond, Depriester et al. 1998). Since then, however, indications for vertebroplasty have expanded to
include metastatic vertebral cancer, multiple myeloma, as well as, osteoporotic VCFs that have not responded to
conservative therapy. The second procedure, kyphoplasty, was devised in 1998 after mounting concerns over flaws
in the vertebroplasty technique. With the same aims and desired outcomes as vertebroplasty, kyphoplasty employs
the use of inflatable balloon tamps to restore vertebral height and reduce kyphotic deformity before stabilization with
PMMA. It is believed that the cavity formation and the use of more viscous cement introduced with less pressure,
compared to vertebroplasty leads to lower risk of cement extravasation (Atalay, Caner et al.

2005; Wardlaw, Cummings et al. 2009).

Medical Technology Assessment Committee (MTAC)

06/07/2001: MTAC REVIEW

Kyphoplasty

Evidence Conclusion: The published evidence consists of one poorly described case series that is insufficient to
draw conclusions about the safety and efficacy of kyphoplasty.

Articles: The literature search yielded one published article. The article reported on a study using cadavers and
does not have data appropriate for MTAC review. One other published article was received from Kyphon. This was
largely a review article; it included one paragraph about the use of the kyphoplasty procedures. No details on study
methodology were given so that this study also could not be evaluated. There is also one article documented to be
in-press in Spine. An evidence table was created for this case series. Lieberman IH, Dudeney S, Reinhardt M-K, Bell
G. Initial outcome and efficacy of “kyphoplasty” in the treatment of painful osteoporotic vertebral compression
fractures. Spine 2001; in-press. See Evidence Table.

Kyphoplasty for the treatment of vertebral body compression fractures refractory to maximal medical management
does not meet the Kaiser Permanente Medical Technology Assessment Criteria.

07/14/2004: MTAC REVIEW

Kyphoplasty

Evidence Conclusion: The evidence is insufficient to draw conclusions about the safety and efficacy of
kyphoplasty. It consists of two small (fewer than 30 patients) case series, one published in 2001 and one with the
abstract published electronically in April 2004 ahead of the print version.

Articles: The search yielded 41 articles, most of which were discussion pieces and technical reports. The single
new empirical study was an “electronic publication ahead of print” and was not yet available. An inspection of the
abstract showed that this was a case series with 27 patients.

Kyphoplasty for the treatment of vertebral body compression fractures refractory to maximal medical management
does not meet the Kaiser Permanente Medical Technology Assessment Criteria.

06/06/2005: MTAC REVIEW

Kyphoplasty

Evidence Conclusion: There are no randomized controlled studies that compared the short and long-term
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outcomes of kyphoplasty with those of the more conservative standard therapies. The Grohs’ study compared
kyphoplasty head to head with vertebroplasty however, it was small, nonrandomized and unblinded. Postoperative
comparison was made versus baseline condition for each intervention with no direct comparison between the two
techniques. The results of the study show that both procedures offered significant pain relief, which was maintained
at a lower level with the kyphoplasty. The functional disability on the other hand was significantly improved only with
kyphoplasty and not vertebroplasty. The observed improvement was statistically significant for the first year only.
The results of the study also indicate that the rate of fracture of an adjacent vertebra seems to be higher with the
kyphoplasty vs. vertebroplasty (21% vs. 4%). The other article reviewed was a case series with some advantages: it
was relatively large, had inclusion/exclusion criteria, and had objective outcomes. However, like all case series it
lacks a control or comparison group and has potential selection and observation bias. Overall its results showed that
the pain was completely relieved in 78% of the patients, and, that the vertebral height significantly improved after
kyphoplasty. There were no long-term follow-up data to determine the long-lasting effects or late complications of the
intervention. In conclusion, the published literature does not provide sufficient evidence to determine the effects of
the procedure on the spine, or its long-lasting effect on pain relief. A European multicenter prospective randomized
controlled trial comparing kyphoplasty with the standard pharmacological therapy is underway (Ohlin 2004).
Articles: The search yielded 70 articles, most of which were review articles, discussion pieces and technical
reports. There was no randomized controlled trial that compared the short and long-term outcomes with
conservative therapies. The search revealed a recent nonrandomized study that compared kyphoplasty head-to
head with percutaneous vertebroplasty, as well as several small prospective case series, and retrospective reviews
of cases that underwent the procedure. The following controlled study, as well as the largest case series (N=222),
were selected for critical appraisal: Grohs JG, Matzner M, Trieb K, et al. Minimal invasive stabilization of
osteoporotic vertebral fractures. A prospective nonrandomized comparison of vertebroplasty and balloon
kyphoplasty. J Spinal Disord Tech 2005; 18:238-242. See Evidence Table. Majd ME, Farley S, and Holt RT.
Preliminary outcomes and efficacy of the first 360 consecutive kyphoplasties for the treatment of painful
osteoporotic vertebral compression fractures. Spine J. 2005; 5:244-255. See Evidence Table.

Kyphoplasty for the treatment of vertebral body compression fractures refractory to maximal medical management
does not meet the Kaiser Permanente Medical Technology Assessment Criteria.

08/04/2008: MTAC REVIEW

Kyphoplasty

Evidence Conclusion: The body of evidence on the safety and efficacy of balloon kyphoplasty (BKP) in the
treatment of vertebral compression fractures consisted of multiple case series and few non-randomized studies that
compared BKP to either vertebroplasty or the standard conservative therapy. Several authors pooled the results of
these comparative and non-comparative series in a number of meta-analyses. However, the quality of meta-
analyses and the strength of their conclusions depend on the quality of the included studies. The studies included in
the published meta-analyses for BKP were too small, and had their methodological flaws and potential selection and
observation bias. The comparative studies were non-randomized and the authors did not discuss how and why
patients were selected for each of the procedures. There was evidence of publication bias as well as significant
heterogeneity between the studies included in the meta-analyses. The studies differed their inclusion/exclusion
criteria, outcome measures, scales used, and scoring systems, as well as duration and completeness of follow-up.
Moreover, the results were unblinded and many of the outcomes were subjective.

The comparative studies published after the meta-analyses were also too small, non- randomized, unblinded, with
relatively short follow-up duration, as well as other validity threats and do not allow making conclusions as regard
the efficacy and safety of the procedure. In conclusion, the published literature does not provide sufficient evidence
to determine the benefit of the procedure in relieving pain, improving function, and reducing rate of vertebral
fractures. There is also insufficient evidence to determine its long-lasting effect on pain relief or its adverse effects
on the spine. Large well conducted randomized controlled trials, with long term follow-up duration are needed to
objectively compare balloon kyphoplasty to conventional treatment and other percutaneous techniques, and to
determine its long-term safety and efficacy in improving function and reducing pain, disability, and complications
associated with vertebral compression fractures.

Articles: The search yielded over 90 articles on balloon kyphoplasty. Many were reviews and technical reports. No
randomized controlled trials that compared the procedure with vertebroplasty or conservative therapy were
identified. There were four meta-analyses of non-randomized controlled studies and case series. All four included
almost the same studies, and two were performed by the same group of authors. The search also revealed two non-
randomized comparative studies published after the meta-analyses. One (N=21) compared kyphoplasty to
vertebroplasty for the treatment of painful osteoporotic or traumatic VCFs, and the other (N=60) compared
kyphoplasty with standard medical treatment of osteoporotic or traumatic VCF. The studies on the use of
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kyphoplasty for severe back pain due to metastatic disease were small case series with no control or comparison
groups. The most recent meta-analysis and the two comparative studies were critically appraised. Taylor RS, Fritzell
P, Taylor RJ. Balloon kyphoplasty in the management of vertebral compression fractures: an updated systematic
review and meta-analysis. Eur Spine J 2007; 16:1085-1100. See Evidence Table. De Negri P, Tirri T, paternoster G,
et al. Treatment of painful osteoporotic or traumatic vertebral compression fractures by percutaneous vertebral
augmentation procedures. Clin J Pain. 2007; 5:425-430. See Evidence Table. Grafe IA, Fonseca KD, Hillmeier J, et
al. Reduction of pain and fracture incidence after kyphoplasty: 1-year outcomes of a prospective controlled trial of
patients with osteoporosis. Osteoporos Int 2005; 16:2005-2012. See Evidence Table.

Kyphoplasty for the treatment of vertebral body compression fractures refractory to maximal medical management
does not meet the Kaiser Permanente Medical Technology Assessment Criteria.

12/07/2009: MTAC REVIEW

Kyphoplasty

Evidence Conclusion: A recently published RCT (Wardlaw et al 2009) compared kyphoplasty plus standard
medical therapy to medical therapy alone in 300 patients from 21 sites in eight countries. The trial was randomized
and controlled, however kyphoplasty was not compared to a sham procedure or an alternative invasive or
noninvasive surgical procedure. The medical therapy was not standardized and varied according to the standard
practices of the participating centers, and neither the patients nor the investigators were blinded to the treatment
received. Medtronic Spine LLC, the manufacturer of the kyphoplasty balloon technology was involved in the study
design, data monitoring, analysis, and reporting of the results. The results of the trial shows that patients in the
kyphoplasty group experienced greater reduction in pain and improved function at one month compared to the
control group. The significant improvement observed at one month in the short form -36 physical component
summary (SF-36 PCS) scale, the primary outcome the trial, declined along the following months and was statistically
insignificant by the 12th months, when the controls showed improvement. The results also show a higher rate of
vertebral fractures and/or worsening of fractures among the patients in the kyphoplasty group vs. the controls. The
difference was not statistically significant, but the study was not powered to detect significant differences in fracture
rates. The authors did not report on any cement leakage associated with kyphoplasty.

In conclusion, the published literature does not provide sufficient evidence to determine that kyphoplasty is a safe
and an appropriate procedure for relieving pain, improving function, reducing rate of vertebral fractures and
disability in patients with vertebral compression fractures.

Articles: The search identified one recent randomized controlled trial (Wardlaw et al 2009) that compared balloon
kyphoplasty with non-surgical care for vertebral compression fracture No randomized controlled trials that compared
the procedure with a sham treatment were identified. A relatively small RCT with only 6 months of follow-up
compared the kyphoplasty to vertebroplasty in patients with osteoporotic vertebral fractures. Wardlaw et al’'s RCT
was selected for critically appraised. Wardlaw D, Cummings SR, Van Meirhaeghe J. Efficacy and safety of balloon
kyphoplasty compared with non-surgical care for vertebral compression fracture (FREE): a randomized controlled
trial. Lancet. 2009; 373:1016-24. See Evidence Table.

Kyphoplasty for the treatment of vertebral body compression fractures refractory to maximal medical management
does meet the Kaiser Permanente Medical Technology Assessment Criteria.

02/09/2015: MTAC REVIEW

Kyphoplasty

Evidence Conclusion: Effectiveness In 2009, Wardlaw and colleagues reported results from an RCT comparing
kyphoplasty to non-surgical management (NSM) in 300 patients from 21 sites in eight countries. The results of the
trial indicate that patients in the kyphoplasty group experienced greater reduction in pain and improved function at
one month compared to the control group. The significant improvement observed at one month in the short form- 36
(SF-36) physical component summary (PCS) scale, the primary outcome the trial, declined along the following
months and was statistically insignificant by 12 months. The kyphoplasty group also experienced statistically
significant reductions in back pain and improvement in both back function and quality of life scales early on,
however, this effect diminished over time (Wardlaw, Van Meirhaeghe et al. 2012). In 2010, Boonen and colleagues
expand on the results of the FREE-trial including an additional 12 months of follow-up. With the exception of pain
and QoL, most criteria were no longer statistically significant at 24 months indicating that any benefit for both groups
occurs within the first year. The investigators do note that averaged scores, across the 24 month period, did show
significance when compared with NSM in physical symptoms, as assessed by the SF-36 PCS (3.24 points, 95% CI
1.47-5.01, p=0.0004), and on the QoL scale as assessed by the Euro quality-of-life questionnaire (EQ-5D) (0.12
points, 95% CI, 0.06 to 0.18, p=0.0002). The investigators concluded that, compared with NSM, kyphoplasty rapidly
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reduces pain and improves function, disability, and QoL over the course of two years (Boonen, Van Meirhaeghe et
al. 2011). [Evidence Table 1] Safety At 24 months, the investigators report that the overall frequency of patient with
adverse events (AE) and serious adverse events (SAE) was similar between treatment groups. With that said, the
investigators did report two serious adverse events, hematoma and urinary tract infection (UTI), that were considered
to be related to the procedure. In addition, the investigators identified cement leakage in one patient who had
undergone kyphoplasty. Finally, the kyphoplasty group had a higher rate of subsequent vertebral fractures when
compared with the NSM group (47.5% vs. 44.1%; 3.4% difference, 95% CI -16.5 to 9.9, p=0.68), however, this
difference was not statistically significant, and the study was not powered to detect significant differences in fracture
rates. The FREE-trial has the advantage of being multi-centered, randomized and controlled. In addition, the analysis
was based on intention-to-treat (ITT) and the study was adequately powered. Limitations of the study, however,
include an inadequate comparator. ldeally, kyphoplasty should have been compared with a sham procedure or an
alternative surgical procedure. Instead, the investigators compare the procedure to conservative management which,
with 21 sites spanning eight different countries, was variable and not standardized. To add to this limitation, the
differences in the treatment of the control and the intervention groups did not allow for blinding of both patients and
the investigators opening the study up to selection and information bias. A further limitation of the study includes the
investigators failure to stratify the data in analysis according to indication (osteoporosis vs. myeloma vs. metastasis)
limiting the applicability of the results. Finally, it should be noted that the manufacturer of the kyphoplasty balloon
technology, Medtronic Spine LLC, was involved in the study design, data monitoring, analysis, and reporting of results.
For these reasons, the results of the study should be interpreted with caution and does not provide sufficient
evidence to determine safety and effectiveness of kyphoplasty for treating VCF. Conclusions: There is insufficient
evidence to support the effectiveness of kyphoplasty over non-surgical management for the treatment of VCF
caused by osteoporosis, myeloma or malignancy. There is insufficient evidence to support the safety of kyphoplasty
for the treatment of VCF caused by osteoporosis, myeloma or malignancy.

Articles: The literature search sought to update the evidence from the end date of the last MTAC review. The search
revealed a large quantity of publications including a variety of systematic reviews and retrospective observational
studies. No RCTs were identified that compared kyphoplasty to sham treatment. The largest RCT to date, the
fracture reduction evaluation (FREE), included 300 patients with 12 months follow-up and was critically appraised by
MTAC in 2009 (Wardlaw, Van Meirhaeghe et al. 2012). Since then, Boonen and colleagues have published a follow-
up analysis reporting the 24-month outcomes of the FREE trial. The following articles were selected for critical
appraisal: Wardlaw D, Cummings SR, Van Meirhaeghe J, et al. Efficacy and safety of balloon kyphoplasty compared
with non-surgical care for vertebral compression fracture (FREE): a randomized controlled trial. Lancet. 2009;
373(9668):1016-1024. Evidence Table 1. Boonen S, Van Meirhaeghe J, Bastian L, et al. Balloon Kyphoplasty for the
treatment of acute vertebral compression fractures: 2-year results from a randomized trial. JBMR. 2011; 26(7):1627-
1637. Evidence Table 1.

Kyphoplasty for the treatment of vertebral body compression fractures refractory to maximal medical management
does meet the Kaiser Permanente Medical Technology Assessment Criteria.

Percutaneous Vertebroplasty of Low Back Pain

02/09/2000: MTAC REVIEW

Eviden nclusion: Efficacy of vertebroplasty in patients with osteoporotic compression fractures cannot be
determined from these studies because of the likelihood of selection bias, observation bias, confounding and chance
as explanations for some of, or all of, the studies’ findings.

Articles: Articles were selected on the basis of study type. Because the literature revealed no randomized control
trials or meta-analyses, the 14 cohort studies or case series were reviewed by abstract. The largest case series were
selected for critical appraisal and evidence tables were created (Weill A, Chrias J, Simon J, et al. Spinal Metastases:
Indications for Results of Percutaneous Injection of Acrylic Surgical Cement. Radiology. 1996; 199:241-247. Cortet
B, Cotton A, Boutry N, et al. Percutaneous Vertebroplasty in the Treatment of Osteoporotic Vertebral Compression
Fractures: An Open Prospective Study. J Rheumatol. 1999;26:2222-8.) Weill A, Chrias J, Simon J, et al. Spinal
Metastases: Indications for and Results of Percutaneous Injection of Acrylic Surgical Cement. Radiology 1996;
199;241-247. See Evidence Table. Cortet B, Cotten A, Boutry N, et al. Percutaneous vertebroplasty in the treatment
of osteoporotic vertebral compression fractures: An open prospective study. J Rheumatol. 1999;26:2222-8. See
Evidence Table. Deramond H, Depriester C, Galibert P, et al. Percutaneous Vertebroplasty with
Polymethylmethacrylate: Techniques, Indications, and Results. Radiologic Clinics of North America, Vol 36(3); May
1998:533-546. See Evidence Table.

The use of percutaneous vertebroplasty of low back pain has been approved by the FDA and therefore meets
Kaiser Permanente Medical Technology Assessment Criteria.
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Percutaneous Vertebroplasty in Treatment of Osteoporotic Vertebral Fracture

06/06/2005: MTAC REVIEW

Evidence Conclusion: The studies reviewed do not provide sufficient evidence to determine the efficacy of the
procedure, its long-term benefits, or late complications. No direct randomized studies comparing the intervention with
standard, non-operative care are available.

Diamond et als study had the advantage of comparing the intervention with conservative therapy. However, it was not
randomized, and conservative therapy was offered to those who denied percutaneous vertebroplasty, which might be
a potential source of selection bias. The study was also subject to observation bias as it was not blinded, and all
outcomes were subjective. Moreover, the follow-up duration might be insufficient to determine the long- term effects
of the vertebroplasty. The Grohs’ study compared kyphoplasty head to head with vertebroplasty.

However, it was small, nonrandomized and unblinded. Postoperative comparison was made vs. baseline condition for
each intervention with no direct comparison between the two techniques. The results of the study show that both
procedures offered significant pain relief, which was maintained at a lower level with the kyphoplasty. The functional
disability on the other hand was significantly improved only with kyphoplasty and not vertebroplasty. The results of the
study also indicate that the rate of fracture of an adjacent vertebra seems to be higher with the kyphoplasty vs.
vertebroplasty (21% vs. 4%). Gangi’s study was a case series with potential selection and observation bias, with no
control or comparison group, and the authors did not provide sufficient data on patient selection for the intervention,
their characteristics, and follow-up, or long-term outcomes.

Articles: The search yielded 179 articles, most of which were review articles, discussion pieces and technical
reports. A nonrandomized trial comparing percutaneous vertebroplasty with conservative therapy, and another
comparing it to kyphoplasty were identified, as well as several case series. The two studies with comparison groups,
as well as the largest case series (N=868), were selected for critical appraisal: Diamond T, Champion B, and Clark
W. Management of acute osteoporotic vertebral fractures: A nonrandomized trial comparing percutaneous
vertebroplasty with conservative therapy. Am J Med. 2003;114:257-265. See Evidence Table.

Grohs JG, Matzner M, Trieb K, et al. Minimal invasive stabilization of osteoporotic vertebral fractures. A
prospective nonrandomized comparison of vertebroplasty and balloon kyphoplasty. J Spinal Disord Tech
2005;18:238-242. See Evidence Table. Gangi A, Guth S, Imbert JP, et al. Percutaneous vertebroplasty:
Indications, technique, and results. Radiographics. 2003;23:e10-e10. See Evidence Table.

The use of Percutaneous Vertebroplasty in Treatment of Osteoporotic Vertebral Fractures does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.

09/04/2009: MTAC REVIEW

Percutaneous Vertebroplasty in Treatment of Osteoporotic Vertebral Fracture

Evidence Conclusion: There is fair evidence from two randomized controlled trials that vertebroplasty does not
have a significant benefit over sham treatment in reducing pain and pain-related disability in patients with
osteoporotic vertebral fractures. Kallmes, et al 2009 trial: Kallmes and colleagues randomly assigned 131 patients
with 1-3 painful osteoporotic compression vertebral fractures (between T4 and L5), that was <1 year old and not
responding to standard medical therapy, to undergo vertebroplasty or a sham treatment that simulated the
procedure but without PMMA infusion. The primary outcomes were scores on the modified Roland-Morris Disability
Questionnaire (RDQ) and patient’s rating of average pain intensity during the preceding 24 hours at 1 month.
Patients were allowed to cross over to the other study group after one month. The results of the trial show no
significant differences in the primary outcome between the two groups (difference in RDQ score 0.7; 95%Cl, -

1.3 to 2.8, p=0.49, and difference in pain rating 0.7; 95% ClI, -0.3 to 1.7, p=0.19). One serious adverse event
occurred in each of the 2 study groups (injury to the thecal sac in the vertebroplasty procedure, and tachycardia and
rigors in the control group) At 3 moths there was a higher rate of cross over in the control group (43%) than the
vertebroplasty group (12%), p<0.001. The study had generally valid methodology, bur not without limitations. It was
randomized, controlled, blinded, multicenter, with well defined inclusion/ exclusion criteria, sufficient statistical power
to detect differences between the study groups, and analysis was based on ITT. The limitations of the trial included
allowing cross-over between the two treatment groups after 1 month which did not allow evaluating the long-term
efficacy of the procedure. Moreover, no adjustments were made for other medical treatments received, or other
causes of pain all of which are potential confounders. Buchbinder, et al 2009: Buchbinder and colleagues
randomized 78 patients with one or two painful. MRI confirmed unhealed osteoporotic vertebral fractures. <12
months duration to undergo vertebroplasty or a sham procedure. Patients were followed up for 6 months, and the
primary outcome was overall pain at 3 months. Secondary outcomes included functional status and QoL at 1week,
1, 3, and 6 months after the procedures. The trial had generally valid methodology but was relatively small. It was
randomized, controlled, blinded, multicenter, with sufficient statistical power to detect significant differences between

© 1997, Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top

Date Sent: 4/29/24 809
These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.


http://www.ghc.org/public/hosting/clinical/criteria/pdf/pv4.pdf%3Bjsessionid%3DFVZ1A3BO2WAFXJCISQ4CHPQ
http://www.ghc.org/public/hosting/clinical/criteria/pdf/pv5.pdf%3Bjsessionid%3DFVZ1A3BO2WAFXJCISQ4CHPQ
http://www.ghc.org/public/hosting/clinical/criteria/pdf/pv6.pdf%3Bjsessionid%3DFVZ1A3BO2WAFXJCISQ4CHPQ

Criteria | Codes | Revision History

the study groups, and analysis was based on ITT. The results show no significant difference between the
vertebroplasty and sham treatment in any of the outcomes. The mean reduction in pain was 2.6 +2.9 and 1.9+3.3
respectively with an adjusted difference between the two groups of 0.6; 95% CI, -0.7 to 1.8. Both groups showed a
significant reduction of pain at three months vs. baseline. 7 new of clinical vertebral fractures occurred during the 6-
month follow-up (three in the vertebroplasty group and 4 in the control group. Conclusion: The published literature
provides fair evidence that vertebroplasty has no significant benefit over a sham procedure in the treatment of
patients with osteoporotic vertebral fractures.

Articles: Two trials on vertebroplasty for osteoporotic spinal fractures were recently published: Buchbinder R,
Osborne RH, Ebeling PR, et al. A randomized trial of vertebroplasty for painful osteoporotic vertebral fractures. N
Engl J Med 2009;36:557-568. Kallmes DF, Comstock BA, Heagerty PJ, et al. A randomized trial of vertebroplasty
for osteoporotic spinal fractures. N Engl J Med 2009;36:569-579.

The use of Percutaneous Vertebroplasty in Treatment of Osteoporotic Vertebral Fractures does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.

02/09/2015: MTAC REVIEW

Percutaneous Vertebroplasty in Treatment of Osteoporotic Vertebral Fracture

Evidence Conclusion: Fffectiveness: In the first RCT, detailed in evidence table one, Buchbinder and colleagues
included 78 subjects with back pain, <12 months in duration, who had up to two VCF evidenced by the presence of
vertebral collapse, edema and/or a fracture line on MRI. Patients were randomized into either the vertebroplasty
treatment group or a group that received sham procedure. Outcomes were measured at baseline and several points
in time up to six months following the procedure. The primary endpoint was overall pain at three months, however,
the study also included QoL measures and a survey specific to osteoporotic vertebral fractures.

Ultimately the study found no beneficial effect of vertebroplasty over the sham procedure at any time. In fact, the
only significant between-group difference was seen on the Quality of Life Questionnaire of the European
Foundation for Osteoporosis (QUALEFFO) total score at one week, favoring the sham group [-4.0 (95%CI -7.8 to -
0.2)] (Buchbinder, Osborne et al. 2009). Evidence Table . The second study, by Kallmes and colleagues, also
randomized osteoporotic patients with up to three painful VCFs (n=131) to vertebroplasty or sham procedures.
After one month, if patients did not achieve adequate pain relief, the investigators allowed cross-over to the
alternate therapy. The primary outcomes, pain and disability, were assessed at one month, however, investigators
also describe outcomes up to three months to assess the effects of cross-over. At one month, both the
vertebroplasty and sham groups demonstrated substantial improvements, however, no significant differences were
seen between groups in either of the primary outcomes. The mean Roland-Morris Disability Questionnaire (RDQ)
in the vertebroplasty group was 12.0+6.3 and 13.0£6.4 in the sham group (adjusted treatment effect, 0.7; 95% ClI, -
1.3 t0 2.8; P=0.49). Similarly, the mean pain-intensity rating was 3.9+2.9 in the vertebroplasty group and 4.6+3.0 in
the sham group (adjusted treatment effect, 0.7; 95% CI, -0.3 to 1.7; P=0.19). The investigators note, however, that
the control group saw a higher rate of cross-over than the vertebroplasty group (51% vs. 13%, P<0.001). Despite
this significance, the investigators concluded that improvements in pain and pain-related disability associated with
osteoporotic VCF in patients treated with vertebroplasty were similar to the improvements seen in the sham group
(Kallmes, Comstock et al. 2009). Evidence Table. Safety: Adverse events were documented in both studies and
included hospitalizations from the procedure, as well as, subsequent fractures. Cement leakage was not reported
by Kallmes and colleagues, however, Buchbinder et al. reported 37% cement leakage rate with no symptomatic
events. Neither of the studies provided extended follow-up of safety and adverse events with the longest follow-up
limited to six months following procedure. Previous reviews of vertebroplasty failed MTAC criteria with the available
evidence offering little value due to methodological limitations such as a lack of randomization, inappropriate
comparators and the likelihood of selection bias, observation bias, confounding and chance as explanations for
study findings. Currently, however, the literature is more robust with two RCTs that compare vertebroplasty to
sham procedures. The design of both studies was strengthened by the use of a sham procedure replicating verbal
and visual cues allowing for the blinding of patients. With that said, an additional control group receiving no
treatment would have benefited the outcome comparisons. Other limitations include sample size. Despite relatively
lax inclusion criteria, both of the studies experienced difficulties recruiting patients resulting in a modification of
sample size in the study by Kallmes et al. and the inability to assess two year follow-up in the Buchbinder study.
Ultimately, the studies provide adequate evidence to suggest that vertebroplasty is no better than sham treatment
for treating patients with VCF due to osteoporosis.

Conclusions: There is evidence to suggest that vertebroplasty is no more effective than sham therapy for the
treatment of vertebral compression fractures in osteoporotic patients. There is insufficient evidence to assess the
safety of vertebroplasty for the treatment of vertebral compression fractures in osteoporotic patients.

Articles: The search yielded a large quantity of publications relating to vertebroplasty. The majority of the literature
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was comprised of non-randomized, observational studies, many of which sought to compare vertebroplasty with
kyphoplasty. A supplemental search of the clinical trials database revealed several studies relating to vertebroplasty
that are currently recruiting or on-going. Since the last MTAC review, two randomized trials comparing percutaneous
vertebroplasty with a sham procedure therapy were published and selected for critical appraisal. The following
articles were selected for critical appraisal: Buchbinder R, Osborne RH, Ebeling PR, et al. A randomized trial of
vertebroplasty for painful osteoporotic vertebral fractures. NEJM. 2009; 361(6):557-568.

Evidence Table 1. Kallmes DF, Cornstock BA, Heagerty PJ, et al. A randomized trial of vertebroplasty for
osteoporotic spinal fractures. NEJM. 2009;261(6):569-571. Evidence Table 2.

The use of Percutaneous Vertebroplasty in Treatment of Osteoporotic Vertebral Fractures does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.

Radiofrequency Ablation with Vertebral Augmentation for Painful Metastases

BACKGROUND

The number of patients living with cancer in the United States (US) is estimated to be 4.86 million. Virtually all
cancers have the potential to spread, or metastasize, with bone being one of the more common sites of metastasis.
Generally speaking, skeletal metastases are associated with debilitating symptoms such as intolerable pain and
hypercalcemia compromising the quality of life. Occurrence in the vertebral column, as does with a third of all cancer
patients, contributes the additional complexity of complications such as vertebral compression factors (VCF) and
spinal cord or nerve root compression that can cause potentially irreversible loss of neurologic function (Coleman
2000).

Depending on the primary tumor, prognosis is variable with five-year survival ranging from 2% in patients with lung
cancer to 44% in those with thyroid cancer. Treatment presents a challenge in that there is no currently available
cure, nor has there been any established treatment proven to increase life expectancy. Instead, the goals of
treatment aim to control pain, limit complications and preserve function. Depending on individual patient factors,
management options range from medications and systemic therapy all the way to surgical resection (Dunning, Butler
et al. 2012).

Due to the advanced nature of metastatic cancer and its accompanying comorbidities, populations with skeletal
metastases are usually at a higher surgical risk, making minimally invasive techniques an attractive option.
Vertebral augmentation (VA) techniques, aimed at stabilizing vertebral compression fractures (VCF), have been
documented to provide immediate and sustained relief (Weill, Chiras et al. 1996). In the same way, radiofrequency
ablation (RFA), a technique that utilizes thermal energy to destroy cancer cells, has also been demonstrated to
reduce pain (Goldberg and Dupuy 2001; Kassamali, Ganeshan et al. 2011). Most recently, RFA and VA, in
combination, have been considered a promising treatment option for treating metastatic lesions of the spine
(Grénemeyer, Schirp et al. 2002; Schaefer, Lohrmann et al. 2002; Schaefer, Lohrmann et al. 2003).

The STAR™ Tumor Ablation System was developed by DFINE, Inc. (San Jose, CA) specifically for metastatic
spinal lesions. The system itself consists of the SpineSTAR™ Ablation Instrument and the corresponding
MetaSTAR™ RF Generator which work in unison to deliver energy and provide access and navigation to the tumor
within the vertebrae. Subsequent to tumor ablation, stabilization is carried out with the StabiliT® Vertebral
Augmentation System, also developed by DFINE, Inc. Put simply, the StabiliT® System allows for the delivery of
highly viscous bone cement to the tumor bed. In combination, the procedures require a small incision under local
anesthesia with conscious sedation and offer the advantages of unipedicular access, and real-time monitoring of
ablation zone allowing for the targeting of tumor cells and controlled cement delivery.

04/20/2015: MTAC REVIEW

Radiofrequency Ablation with Vertebral Augmentation for Painful Metastases

Evidence Conclusion: Fffectiveness: In a small RCT, Orgera and colleagues, sought to compare the combined
techniques of RFA and VA with VA alone. Following baseline assessment, the investigators randomized 36 patients
into the two treatment groups and followed them up for six weeks. Outcomes of interest included surgery success,
pain relief and the amount of analgesia administered. The investigators reported a 100% technical success rate in
both groups with no significant differences noted between treatment groups with regard to pain as measured on a
Visual Analogue Scale (VAS) or Roland Morris Questionnaire (RMQ). In addition, medication use decreased
significantly in both groups but the investigators found no significant difference between groups.

Ultimately, the results led the investigators to conclude that the addition of RFA did not offer any additional benefit
(Orgera, Krokidis et al. 2014). [Evidence Table 1] A retrospective review of 128 metastatic lesions in 92 patients who
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underwent 96 procedures was carried out by Anchala and colleagues. The studies intent was to assess the safety
and efficacy of RFA of malignant spinal lesions using the SpineSTAR ablation instrument. The investigators
determined that RFA was ‘technically successful’ in all metastatic lesions. Post-operative pain rated on a Visual
Analogue Scale (VAS) demonstrated significant changes at all time points when compared to baseline. The
investigators also reported that within the largest institution, 54% of patients reported a decrease in pain medication.
Ultimately, the investigators concluded that the STAR system was safely and effectively used in the treatment of
spine metastatic osseous lesions (Anchala, Irving et al. 2014). [Evidence Table 2]

Safety Although the follow-up period was limited, Orgera and colleagues reported several complications such as
cement leakage (11%), death (5%) and opioid toxicity (8%). Anchala and colleagues, on the other hand, did not
explicitly report safety details, but did note asymptomatic cement extravasation in two patients. Although Orgera’s
study was randomized and blinded, the population size was small and the follow-up period short. Limitations of
Anchala’s study include the lack of an adequate comparator and retrospective design. The investigators also
highlight limitations such as a heterogeneous population and variable availability of data collected from each
treatment center. Finally, it should be noted that at least two of the investigators from the retrospective review
disclosed financial relationships with the device manufacturer. Collectively, the body of evidence is limited in nature
and should be interpreted with caution.

Conclusions: There is insufficient evidence to support the effectiveness of the combination of RFA and VA, compared
with VA alone, for the management of pain in metastatic spinal tumors. There is insufficient evidence to support the
safety of RFA and VA, compared with VA alone, for the management of pain in metastatic spinal tumors.

Articles: A search of the literature returned a variety of publications relating to both RFA and VA, in general. The
maijority of publications returned were case studies/series. One study was identified comparing the combination of
RFA and VA with balloon kyphoplasty, however, this study was performed in cadaveric models (Dalton, Kohm et al.
2012). A recent study identified in the search, by Song and colleagues, investigated the use of RFA and vertebral
augmentation in 12 patients, however, this study was not selected for critical appraisal due to the small sample size
and lack of a comparator (Song, Gu et al. 2014). The best evidence identified was a small randomized controlled
trial (RCT) comparing RFA+VA with VA alone in patients with multiple myeloma (Orgera, Krokidis et al. 2014). In
addition, a retrospective analysis, by Anchala and colleagues, evaluating the combination of RFA with VA for
treating metastatic spinal lesions was also included (Anchala, Irving et al. 2014). An additional search of the clinical
trials database identified a few prospective observational studies sponsored by DFINE, Inc. currently in the
recruitment phase. The following articles were selected for critical appraisal: Orgera G, Krokidis M, Matteoli M, et al.
Percutaneous vertebroplasty for pain management in patients with multiple myeloma: is radiofrequency necessary?
2014;37:203-210. See Evidence Table. Anchala PR, Irving WD, Hillen TJ, et al. Treatment of metastatic lesions with
a navigational bipolar radiofrequency ablation device: a multicenter retrospective study. Pain Physician.
2014;17:317-327. See Evidence Table.

The use of Radiofrequency Ablation with Vertebral Augmentation for Painful Spinal Metastases does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.

Applicable Codes

Kyphoplasty - Considered Medically Necessary when criteria in the applicable policy statements listed above
are met:

CPT® Description
Codes

22513 Percutaneous vertebral augmentation, including cavity creation (fracture reduction and bone biopsy
included when performed) using mechanical device (eg, kyphoplasty), 1 vertebral body, unilateral or
bilateral cannulation, inclusive of all imaging guidance; thoracic

20983 Ablation therapy for reduction or eradication of 1 or more bone tumors (eg, metastasis) including
adjacent soft tissue when involved by tumor extension, percutaneous, including imaging guidance
when performed; cryoablation

22514 Percutaneous vertebral augmentation, including cavity creation (fracture reduction and bone biopsy
included when performed) using mechanical device (eg, kyphoplasty), 1 vertebral body, unilateral or
bilateral cannulation, inclusive of all imaging guidance; lumbar

22515 Percutaneous vertebral augmentation, including cavity creation (fracture reduction and bone biopsy
included when performed) using mechanical device (eg, kyphoplasty), 1 vertebral body, unilateral or
bilateral cannulation, inclusive of all imaging guidance; each additional thoracic or lumbar vertebral
body (List separately in addition to code for primary procedure)
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Vertebroplasty - Considered Medically Necessary when criteria in the applicable policy statements listed
above are met:

CPT® Description

Codes

22510 Percutaneous vertebroplasty (bone biopsy included when performed), 1 vertebral body, unilateral or
bilateral injection, inclusive of all imaging guidance; cervicothoracic

22511 Percutaneous vertebroplasty (bone biopsy included when performed), 1 vertebral body, unilateral or
bilateral injection, inclusive of all imaging guidance; lumbosacral

22512 Percutaneous vertebroplasty (bone biopsy included when performed), 1 vertebral body, unilateral or
bilateral injection, inclusive of all imaging guidance; each additional cervicothoracic or lumbosacral
vertebral body (List separately in addition to code for primary procedure)

Sacroplasty - Considered Not Medically Necessary:

CPT® Description

Codes

0200T Percutaneous sacral augmentation (sacroplasty), unilateral injection(s), including the use of a balloon
or mechanical device, when used, 1 or more needles, includes imaging guidance and bone biopsy,
when performed

0201T Percutaneous sacral augmentation (sacroplasty), bilateral injections, including the use of a balloon or
mechanical device, when used, 2 or more needles, includes imaging guidance and bone biopsy, when
performed

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

06/07/2001 04/02/2013MPCRPC02/04/2014MPC, 05/06/2014MPC, 03/03/2015MPC, 01/05/2016MPC, 05/03/2022
11/01/2016MPC, 09/05/2017MPC, 08/07/2018MPC, 08/06/2019MPC, 08/04/2020MPC,
08/03/2021MPC, 08/02/2022MPC, 08/01/2023MPC

VIDCRPU

Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

09/08/2015 Revised LCD for Percutaneous Vertebral Augmentation (L34106).

08/04/2020 Added Medicare LCA A56573

05/03/2022 MPC approved to adopt Medicare criteria for Non-Commercial members for Vertebroplasty; merged
Kyphoplasty and Vertebroplasty into one policy
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Leadless Pacemakers

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) Leadless Pacemakers (20.8.4)
Local Coverage Determinations (LCD) None
Local Coverage Article None
KPWA Medical Policy None

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Cardiac arrhythmias occur when there is interruption of the normal sinus rhythm. Symptoms include palpitations,
dizziness, lightheadedness, syncope, dyspnea, anxiety, weakness, and chest discomfort. One therapeutic option
is the implantation of pacemaker which provides electrical impulses to the heart. Conventional pacemakers
consist of a pulse generator, which provides electrical impulses, and leads delivering electrical impulses from the
generator to the heart. The pulse generator is the battery and is placed in the anterior part of the chest (pre-
pectoral) while the leads are placed transvenously.

However, there are several complications associated with traditional pacemakers. Complications due to the pulse
generator include hematoma, skin breakdown, and pocket infection (Udo et al., 2012). Complications due to the
leads include venous obstruction, lead dislodgement, lead malfunction, lead fractures, and infection (Cheng,
Wang, Curtis, & Varosy, 2010; Kirkfeldt et al., 2011; Udo et al., 2012).

Leadless pacemakers have been the center of attention due to its ability to address the limitations of traditional
transvenous pacemakers. Two leadless pacemakers have been assessed for single-chamber right ventricular
pacing. These include Nanostim LP (Abbott, formerly St. Jude, Lake Bluff, IL) and Micra Transcatheter Pacing
System (Medtronic, Minneapolis, MN). Nevertheless, Nanostim is out of the market due to premature battery
depletion (Yarlagadda et al., 2018). Leadless pacemakers are composed of a pulse generator, battery, and
electrode in the same device (Reddy et al., 2015). It is placed through a catheter and is directly implanted into the
right ventricle (Yarlagadda et al., 2018).
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The leadless pacemaker’s (Nanostim) length is 42 mm and a maximum diameter of 5.99 mm with a battery life
ranging from 8.4 to of 12.4 years (Reddy et al., 2015). A sheath is placed in the femoral vein, and with a sleeve-
based catheter, the device is delivered to the right ventricle. The sleeve is then withdrawn, and the pacemaker is
implanted into the endocardium while the device remains docked. The device is then undocked from the catheter
but is still connected to the catheter through tether connections. This allows for device measurements and
evaluation of stability without the catheter. Repositioning can be performed if the device is not well positioned.
Once positioning is assured and the pacemaker parameters are optimal [(R wave amplitude 5.0 mV) and pacing
threshold (2.0 V at 0.4 ms)] (Yarlagadda et al., 2018), the device is untethered from the catheter resulting in the
final implant position (Reddy et al., 2015). The procedure is performed under fluoroscopy. After the procedure,
patients are observed over a period of 24 hours and discharged (CADTH 2015). An external programmer is used
to program Micra transcatheter pacing system.

Some differences are worth noted. The Nanostim pacemaker is smaller than the traditional pacemaker (<10%),
with a battery life ranging between 8.4 years and 12.4 years. The Micra Transcatheter Pacing System pacemaker
is 30% smaller than the Nanostim and its estimated battery life ranges from 10 to 15 years. Micra transcatheter
pacing is 93% smaller than conventional pacemakers, about the size of a large vitamin capsule
(https://www.medtronic.com/us-en/patients/treatments-therapies/pacemakers/our/micra.html). The insertion of
these devices takes 20 to 45 minutes compared to 60 minutes for the conventional pacemaker (CADTH 2015).

Medical Technology Assessment Committee (MTAC)
Leadless Pacemakers for the treatment of cardiac arrhythmias

Date: 04/21/2019

Evidence Conclusion:

+ In patients with cardiac arrhythmias who require single-chamber ventricular pacing, there is insufficient
evidence to compare leadless pacemakers with conventional pacemakers. However, serious complications are
non-negligible.

* Randomized controlled trials with longer-term follow-up and direct comparisons are warranted.

Articles: PubMed was searched through March 8, 2019 with the search terms ((Nanostim Leadless Pacemaker

OR Micra Transcatheter Pacing System OR leadless pacemaker)) AND (traditional pacemakers OR conventional

pacemakers). Other search terms included (Nanostim Leadless Pacemaker OR Micra Transcatheter Pacing

System OR leadless pacemaker) filters: observational study. The search was limited to English language

publications and human populations. The reference lists of relevant studies were reviewed to identify additional

publications. Randomized controlled trials, and observational studies were included in the search.

Clinicaltrials.gov was also searched. Three studies were retained and reviewed. See Evidence Table.

The use of Leadless Pacemakers for the treatment of cardiac arrhythmias does not meet the Kaiser Permanente
Medical Technology Assessment Criteria.

Hayes Technology Assessment

Micra Transcatheter Pacing System (Medtronic Inc.) for Single Chamber Pacemaker Indications
Date: July 3, 2022

The Micra TPS is a single-chamber right ventricular pacing device. The device senses electrical activity of the
heart via electrodes within the device’s titanium capsule. Heart rhythm is monitored for bradycardia. Rate-
adaptive pacing therapy is provided based on programmed pacing parameters. The Micra TPS is self-contained
and does not require a surgical incision in the chest or intravascular leads. It is inserted via a 23-French catheter
placed in the femoral vein and held in place within the right ventricle of the heart via nitinol tines that attach to the
myocardium.

Conclusion

A low-quality body of evidence suggests that Micra TPS is associated with a high rate of procedural success and
that pacing capture thresholds remained low and stable after implantation for up to 36 months. Major
complications are comparable with and perhaps lower for Micra TPS versus TVPM, and revision and retrieval
rates are lower for Micra TPS than TVPM. However, the clinical significance of any benefits introduced by use of
the Micra TPS is uncertain due to the small body of evidence directly evaluating patient-centered outcomes.

Hayes Rating: C
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Hayes. Hayes Technology Assessment. Micra Transcatheter Pacing System(Medtronic Inc.) for Single-Chamber
Pacemaker Indications. Dallas, TX: Hayes; July 3, 2022. Retrieved May 15, 2023, from https://
https://evidence.hayesinc.com/report/htb.micrapacing4178

Applicable Codes

Medicare - Considered Medically Necessary when criteria in the applicable policy statements listed above
are met
Non-Medicare - Considered Not Medically Necessary

CPT® Description

Codes

33274 Transcatheter insertion or replacement of permanent leadless pacemaker, right ventricular,
including imaging guidance (eg, fluoroscopy, venous ultrasound, ventriculography, femoral
venography) and device evaluation (eg, interrogation or programming), when performed

33275 Transcatheter removal of permanent leadless pacemaker, right ventricular, including imaging
guidance (eg, fluoroscopy, venous ultrasound, ventriculography, femoral venography), when
performed

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

05/07/2019 | 05/07/2019MPC, 05/05/2020MPC , 05/04/2021MPC, 05/03/2022MPC, 05/02/2023MPC 05/15/2023

MPC Medical Policy Committee

05/07/2019 MPC approved to adopt a non-coverage policy for leadless pacemakers
05/05/2020 Added applicable CPT codes 33274 and 33275 to policy
05/15/2023 Updated References to include Hayes Technology assessment
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Peanut Challenge for Sensitized Infants

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members
None

For Non-Medicare Members
Medical necessity review no longer required.

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Food allergy affects 1-3% of children in developing countries, and the prevalence of food allergy has increased
dramatically in the past several decades. For many years’ scientists believed that delaying the introduction of
allergenic foods into an infant’s diet was beneficial, though more recent evidence has questioned this assumption.
The “Learning Early About Peanut Allergy” (LEAP) Study, sponsored in part by FARE (Food Allergy Research
and Education) and the National Institute of Allergy and Infectious Disease, hypothesized that the early
introduction of peanuts into the diet of high-risk infants may prevent peanut allergy. LEAP Study design: The
LEAP study enrolled 640 “high risk” infants between age 4 months and 11 months. High risk was defined as
having moderate to severe eczema (persistent rash affecting > 75% of skin) and/or egg allergy since children with
these problems are more likely to develop peanut allergy. All of the infants were skin tested to peanut. Those who
had a strongly positive skin test (> 4 mm welt from prick test) were not allowed to continue in the study because
they were assumed to have peanut allergy. The rest of the infants were randomly assigned to either consume
peanut at least 3 days a week until age 5 (equivalent of 6 tsp peanut butter per week) or to avoid peanuts until
age 5. Importantly, all these high-risk infants randomized to consume peanut underwent supervised oral
challenge to peanut in the allergy clinic before feeding peanut at home.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® or Description

HCPC

Codes

95076 Ingestion challenge test (sequential and incremental ingestion of test items, eg, food, drug or
other substance); initial 120 minutes of testing

95079 Ingestion challenge test (sequential and incremental ingestion of test items, eg, food, drug or
other substance); each additional 60 minutes of testing (List separately in addition to code for
primary procedure)

with dx of peanut allergy

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.
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**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

09/01/2015 | 09/01/2015MPC, 06/07/2016MPC, 04/04/2017MPC, 02/06/2018MPC, 01/08/2019MPC, 09/01/2015
01/07/2020MPC, 01/05/2021MPC, 01/04/2022MPC, 01/10/2023MPC, 04/02/2024MPC

MPC Medical Policy Committee

04/04/2017 Medical necessity review no longer required.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria

Light Therapy, for Seasonal Affective Disorder (SAD)
e Bright Light Therapy
e Dawn Simulation Therapy

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) See the Noridian Non-Covered Items for HCPC code E0203

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting review for this service, please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When significant
new articles are published that impact treatment option, Kaiser Permanente will review as needed. This information is
not to be used as coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

The term ‘seasonal affective disorder’ (SAD) was first introduced by Rosenthal and colleagues in 1984 who
described a series of patients with a history or recurrent depressions that occurred in the fall or winter and
spontaneously remitted in the following spring or summer. Two seasonal patterns of SAD have been described;
the summer-onset SAD and the fall-onset SAD. The latter, also known as “winter depression”, is the most
common pattern of the disorder. SAD affects about 5-6% of the population in the U.S. and its prevalence
increases with latitude. This ranges from 1.4% in Florida to 9.7% in New Hampshire and 9.9% in Alaska. It is
reported that SAD affects patients in their 20s, and that women are more likely than men to develop the disorder.

SAD was previously classified as a mood disorder in which people with normal mental health throughout most of
the year experience depressive symptoms in the winter or summer. The Diagnostic and Statistical Manual of
Mental Disorders DSM-IV and DSM-5 no longer classifies SAD as a unique mood disorder but describes it as a
"specifier" or a subtype that can occur as part of unipolar major depression, bipolar | disorder, or bipolar Il
disorder. SAD is characterized by typical symptoms of major depression such as low mood, lack of drive, lack of
concentration, and decrease in interest. In addition, patients exhibit more atypical depressive symptoms such as
hypersomnia, increased appetite with carbohydrate craving, weight gain, irritability, and anger attacks. Symptoms
usually resolve in the summer, and rarely progress to manic episodes of bipolar disorder.
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The exact mechanism of SAD is still under investigation, but it is hypothesized that it is related to natural seasonal
variations in light levels. According to this hypothesis “the phase shift hypothesis” fewer daylight hours in the
winter causes a circadian misalignment between the biological clock and solar cycle leading to disturbances in the
melatonin levels and longer periods of its synthesis at night. Melatonin, also called circadian hormone, peeks in
the darkness and promotes sleep. It is believed that its increased daytime levels contribute to the depressive
symptoms of SAD. Other neurotransmitters under circadian control e.g. serotonin, norepinephrine, and dopamine
are also believed to have a role in the SAD mood alterations. However, no studies have established a causal
relationship between decreasing daylight and the winter SAD.

Three types of treatment are being used for patients with SAD: pharmacological therapy, cognitive behavioral
therapy (CBT), and light therapy. Antidepressant medication is an accepted treatment for depression in general,
and three SSRIs have shown favorable results with SAD. CBT may help reduce the risk of relapse of major
depression, but only few small studies evaluated its effectiveness for SAD.

Light therapy using light boxes was introduced as a treatment for SAD when the disorder was first described in
1984, based on the phase shift hypothesis. Early studies examined the effect of bright white light on circadian
rhythm. Other research investigated less intense light and showed that it may have a larger capacity to regulate
the biological clock than higher intensity light. A small study showed that blue light with an intensity of about 460
m may have a significant effect on melatonin suppression and circadian phase shifting.

Currently there are a number of commercially available light therapy products. These include bright light boxes,
lamps, light visors, and dawn simulators. Light boxes come in different shapes and sizes, and with varied features
and intensities of light. There is no well-accepted standard protocol for light therapy. Commonly bright-light
therapy (BLT) is applied using a light box containing fluorescent lamps, a reflector and a diffusing screen. For
adequate treatment light intensities of 5,000-10,000 lux measured at the level of the eyes, and at a therapeutic
distance of 60-80 cm from the light box is considered as a standard requirement. Patients do not need to look
directly into the light source as long as the light meets the eye at an angle of 30-600. Treatment is usually started
with using a light intensity of 10,000 lux for 30 minutes. The duration of treatment may be increased in case of
insufficient response or when using less powerful light boxes. It is reported that morning administration of BLT
offers greater chance of remission, that compliance is the primary factor for success of the therapy, and that the
therapeutic effect is demonstrated in 3-7 days and disappears shortly after the treatment is discontinued.

Light boxes are designed to be safe and effective but are not regulated as devices by the Food and Drug
Administration (FDA). A number of side effects of light therapy for SAD have been reported but are generally mild
and/or transient. These include headache, nausea, agitation, eye strain and blurred vision. Evening light therapy
may lead to sleep disturbances. Suicidality, menstrual irregularity, and hypomania in bipolar patients have also
been reported. Retinal degeneration after prolonged exposure to intensive light has been noticed in rodents but
was not confirmed in humans. However, it is recommended that caution must be used with patients at higher risk
of retinal damage or those who need photosensitizing medication.

Medical Technology Assessment Committee (MTAC)

Light Therapy in the Treatment of Seasonal Affective Disorder (SAD)
06/02/2008: MTAC REVIEW
Evidence Conclusion: There is evidence from a meta-analysis of placebo-controlled RCTs (Golden et al., 2005)
that bright light therapy and dawn simulation are both effective for treating SAD in non-geriatric adults. Strength of
the meta-analysis was that the investigators used strict criteria to ensure that studies had a valid placebo control.
Limitations are that studies tended to be small (all had <100 participants) and the minimum treatment duration
was 4 days. Moreover, studies had different treatment protocols and thus conclusions cannot be drawn about the
effectiveness of a particular approach to light therapy (e.g. lux, frequency of sessions, length of treatment). There
is currently no generally accepted protocol for light therapy. When the two RCTs in the meta-analysis with the
longest treatment durations and largest sample sizes were examined closely, bright light therapy did not clearly
appear to be effective. Avery et al. (2001) did not find that bright light was significantly superior to placebo.
Eastman et al. (2005) did not find a significant benefit to light therapy versus placebo for the outcomes change in
SIGH-SAD score and response rate. They did find a significant benefit when examining the proportion of
participants classified as near complete or complete responders. All of the studies on dawn simulation in the
Golden et al. meta-analysis were conducted by the same research group. As the authors pointed out, the
evidence would be strengthened if their findings could be replicated by different researchers in other locations.
The largest study, Avery et al., (2001) found that dawn simulation was superior to both bright light and placebo for
remission of SAD. The RCTs identified that compared light therapy to medication or cognitive-behavioral therapy
did not have true placebo control groups and thus, intervention effectiveness beyond the placebo effect cannot be
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determined. The Rohan et al. 2007 study found a lower post-treatment SAD score in patients receiving light
therapy, CBT or their combination compared to a wait-list control. However, being on a wait-list could have a
‘reverse placebo effect’ since patients are not expecting to improve before receiving treatment. The Lam et al.
(2006) studies did not find significant differences in response rates in groups assigned to light therapy or
fluoxetine treatment.

Conclusion: A valid placebo group is important in RCTs of light therapy for SAD. A meta-analysis of placebo-
controlled RCTs found a significant benefit of bright light and dawn simulation therapy. The meta-analysis was
limited because studies tended to be small and of short duration. The largest RCTs in the meta-analysis did not
find a significant benefit to bright light therapy. The evidence on dawn simulation is limited because all studies
were done by the same research group and it is not known whether findings are generalizable. RCTs comparing
light therapy to antidepressant treatment or psychotherapy did not include true placebo groups.

Articles: The ideal study would be a randomized controlled trial (RCT) or meta-analysis of RCTs that include a
placebo or sham intervention. Studies comparing light therapy to medication therapy and/or psychotherapy should
also have a placebo group. There was a protocol for a Cochrane review on light therapy for SAD. The protocol
was published in 2003, and its status remains unchanged in Cochrane Library 2008, Issue 2. An estimated date
for completion of the review is not available. One published meta-analysis was identified (Golden et al., 2005).
The Golden study searched the literature to July 2003 and included only placebo-controlled studies. Golden et al.
and the two RCTs in the meta-analysis with the largest sample sizes per treatment group and the longest trial
duration (Avery et al., 2001; Eastman et al., 1998) were critically appraised. No large placebo-controlled RCTs
published after the Golden meta-analysis was identified. There was one newer RCT comparing light therapy to
fluoxetine treatment (Lam et al., 2006) and another comparing light therapy to cognitive-behavioral therapy
(Rohan et al. 2007). These two new RCTs were also critically appraised. References for studies reviewed are as
follows:

Golden RN, Gaynes BN, Ekstrom RD et al. The efficacy of light therapy in the treatment of mood disorders: A
review and meta-analysis of the evidence. Am J Psychiatry 2005; 162: 656-662. See Evidence Table. Avery DH,
Eder DN, Bolte MA et al. Dawn simulation and bright light in the treatment of SAD: A controlled study. Biol
Psychiatr 2001; 50: 205-216. See Evidence Table. Eastman CI, Young MA, Fogg LF et al. Bright light treatment of
winter depression. Arch Gen Psychiatr 1998; 55: 883-889. See Evidence Table. Lam RW, Levitt AJ, Levitan RD
et al. The Can-SAD study: A randomized controlled trial of the effectiveness of light therapy and fluoxetine in
patients with winter seasonal affective disorder. Am J Psychiatry 2006; 163: 805-812. See Evidence Table.
Rohan KJ et al. A randomized controlled trial of cognitive-behavioral therapy, light therapy and their combination
for seasonal affective disorder. J Consult Clin Psych 2007; 75: 489-500. See Evidence Table.

The use of light therapy in the treatment of Seasonal Affective Disorder (SAD) does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

12/21/2015: MTAC REVIEW

Light Therapy for SAD

Evidence Conclusion: The ideal study for examining the effect of bright light therapy for SAD would be a double-
blind randomized controlled trial that compares light therapy to a placebo or sham intervention. Studies comparing
light therapy to pharmacological therapy or psychotherapy should also have a placebo group since there is limited
evidence from placebo-controlled trials on the effectiveness of antidepressants or cognitive behavioral therapy on
SAD._Light therapy versus placebo Martensson et al's meta-analysis, 2015 (Evidence table 1), pooled the results
of 8 RCTs that compared light therapy to placebo (low negative air ions, dim red light, and dawn simulator
placebo) to determine the effect bright white light (BWL) therapy on SAD. The authors performed two separate
sets of meta-analyses; the first analyzed the results week-by-week, and the second analyzed the final results
only. The pooled results suggest that BWL had a moderate effect on SAD symptoms compared to the controls
(standardized mean difference [SMD] -0.54 (95% CI -0.95, -0.03), and that it reached statistical significance at
week two and week three of treatment. The authors concluded that the BWL therapy seems to be effective, but
they questioned the validity of the results due to the heterogeneity of the studies, lack of an appropriate placebo
or sham light therapy control group, and other methodological limitations including the small sizes, short duration,
and complex design of the trials. The results of Martensson et al's meta-analysis show a smaller effect size than
that found in the Golden et al’'s meta-analysis reviewed earlier in MTAC (effect size 0.84, 95% CI1 0.60, 1.08). As
noted in the 2008 MTAC report, Golden et al’'s meta-analysis had the advantage of using strict criteria to ensure
that studies had a valid placebo control, but was limited by the inclusion of very small studies with large treatment
effect, short treatment durations, and the use different treatment protocols, which makes it difficult to draw any
conclusion on the effectiveness of a particular approach to light therapy. When the two RCTs in the meta-analysis
with the longest treatment durations and largest sample sizes were examined closely, bright light therapy did not
clearly appear to be effective. Light therapy versus antidepressants In a Cochrane review on second-generation
antidepressants for SAD, Thaler, et al (2011), pooled the results of two small trials (total N=136 participants) that
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compared light therapy to fluoxetine and found no significant difference between the two therapies in response or
remission of SAD. The trials were small, with limitations and high dropout rates, and the overall response rate
(>50% improvement on 24-item HAM-D SIGH-SAD) was 68/100 in the light therapy group and 67/100 in the
fluoxetine group. The authors concluded that the overall quality of evidence is a low and insufficient to draw any
conclusion on the use of second-generation antidepressants for SAD. The only available RCT of fluoxetine vs.
placebo showed a nonsignificant effect in favor of fluoxetine, and the two small trials that compared fluoxetine to
light therapy showed no significant differences between the two therapies in the treatment of SAD. Light therapy
versus cognitive behavioral therapy (evidence table 2) In a recent RCT, Rohan et al, 2015, compared the
treatment outcomes of light therapy versus cognitive behavioral therapy for SAD. The trial randomised 177
participants to receive light therapy (using 23x15.5x3.25 in. SunRay that emits 10,000 lux of cool-white
fluorescent light) immediately upon awakening, or to receive cognitive behavioral therapy (CBT-SAD) for 6 weeks.
The primary endpoints of the trial were the change in depression severity SIGH-SAD during 6 weeks of therapy,
and remission status after treatment. Overall, the results showed improvement in SAD symptoms in the two study
groups with no significant differences between them at 6 weeks of treatment. There was no long-term follow-up to
examine recurrence rates with each therapy. The trial was a relatively small, single center, RCT conducted mainly
among white women. The participants were not blinded to the treatment allocation, which is a potential source of
bias, and according to the authors, the primary investigator was the developer of CBT-SAD which is another
potential source of bias. More importantly, light therapy was compared to CBT-SAD which has not been
thoroughly investigated as a treatment for SAD. Ideally the trial would include a sham light therapy and /or a
placebo group to determine the placebo effect of each of the two therapies.

Conclusion: There is insufficient evidence to determine the effectiveness of light therapy for the treatment of SAD.
Several national and international guidelines recommend light therapy for SAD giving it a level 1 evidence
(Canadian guideline, 2009) or level 2 evidence (AAFP, 2013), others like the British NICE guideline (2009) and
the World Federation of Societies of Biological Psychiatry (WFSBP, 2013) are uncertain about the evidence
supporting light therapy for SAD.

Articles: The literature search for studies on light therapy for SAD published after the last MTAC review revealed
a recent systematic review with meta-analyses on bright light therapy for depression including SAD, a Cochrane
review on second-generation antidepressants for SAD, a randomized controlled trial of CBT vs. light therapy for
SAD, a crossover RCT investigating the rapid effects of light therapy on SAD, and a retrospective study
investigating the appropriate duration of light therapy. The search also identified three small to relatively small
RCTs that compared standard bright light vs. dawn simulation, low-intensity blue-enriched white light, or negative
air ions, as well as a more recent trial on different intensities of transcranial bright light treatment delivered via the
ear canals for SAD. The meta-analysis and the RCT comparing bright light therapy to CBT were selected for
critical appraisal. The pooled results of studies comparing antidepressants vs. light therapy in the Cochrane
review were included. Martensson B, Pettersson A, Berglund L, et al. Bright white light therapy in depression: A
critical review of the evidence. J Affect Disord. 2015 Aug 15; 182:1-7. See Evidence Table 1. Rohan KJ, Mahon
JN, Evans M, et al. Randomized Trial of Cognitive-Behavioral Therapy versus Light Therapy for Seasonal
Affective Disorder: Acute Outcomes. Am J Psychiatry. 2015 Sep 1; 172(9):862-869. See Evidence Table 2.

The use of light therapy in the treatment of Seasonal Affective Disorder (SAD) does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

07/08/2019: MTAC REVIEW

Light Therapy for SAD

Conclusion:

e The search identified one study which is a follow-up of one of the studies assessed in the last review in 2015.
The study is of low quality and suggests that CBT may be comparable to LT in terms of recurrence and
remission status at next winter. In addition, CBT might be more effective than light therapy two winters later.
Studies with higher quality are needed to draw firm conclusions on light therapy and unipolar depression with
seasonal pattern in the long-term. There is insufficient (high-quality) evidence for or against the use of light
therapy in patients with unipolar major depression with seasonal pattern in the long-term.

o There is insufficient evidence for or against the effectiveness of light therapy as preventive treatment for
patients with a history of SAD.

Articles: The search yielded 242 items; but one RCT and one meta-analysis were retained.

The use of light therapy in the treatment of Seasonal Affective Disorder (SAD) does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.
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Applicable Codes

Considered not covered:

HCPC Codes | Description
E0203 Therapeutic lightbox, minimum 10,000 lux, table top model
A4634 Replacement bulb for therapeutic light box, tabletop model

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

07/16/2008 | 05/03/2011MPCRPC  08/02/2011MPCRPC 06/05/2012 MPCRPC 04/02/2013MPCRPC 02/04/2014 | 08/06/2019
MPC  12/02/2014 MPC, 10/06/2015MPC, 08/02/2016MPC, 06/06/2017MPC, 04/03/2018MPC,
04/02/2019MPC, 04/07/2020MPC, 04/06/2021MPC, 04/05/2022MPC, 04/04/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

10/20/2015 | Changed Medicare link
01/06/2016 | MPC approved to retain a policy of insufficient evidence
08/06/2019 | Added July 8, 2019 MTAC review
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Kaiser Foundation Health Plan
of Washington

PATIENT REFERRAL GUIDELINES

Liver Transplant

e Liver Transplant: Adult/Pediatric

e Living-Donor Liver Transplant: Adult — Adult

e Organ Transplantation in Members with HIV/AIDS

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) Adult Liver Transplantation (260.1)
Local Coverage Determinations (LCD) None
Local Coverage Atrticle None

For Non-Medicare Members

Liver transplantation may be considered for patients with end-stage liver diseases who have no prospect for
prolonged survival, or whose quality of life is severely impaired. These guidelines for referral for transplant
evaluation are not intended as an automatic inclusion or exclusion of a candidate for referral.

1. GENERAL PRINCIPLES

a. If clinical parameters of end-stage or life-threatening disease indicate the need for transplantation, then
early referral should be made.

b. Patients with a history of malignancy with a moderate to high risk of recurrence (as determined after
consultation with oncologist considering tumor type, response to therapy, and presence or absence of
metastatic disease) may be unsuitable candidates for transplantation. Patients with low risk of recurrence
may be considered.

c. Uncontrollable active infection outside of the hepatobiliary tree is a contraindication to liver transplant.

d. Candidates with a history of substance abuse must be free from alcohol and other substance abuse and
have been evaluated by a substance abuse program. The risk of recidivism, which has been documented
to negatively impact transplant outcomes, must be addressed and considered to be low. 123 Exceptions
may be made on a case-by-case basis.

i. For patients with a first alcohol-related / liver decompensating event, whose severity of liver disease
suggests they are unlikely to survive to reach 6 months alcohol abstinence, see appendix for the
“Kaiser Permanente Protocol: Reduced Duration Alcohol Sobriety Pathway to Liver Transplant Listing”
(Appendix I).

e. Candidates for thoracic organ (heart, lung and heart/lung) transplants must be free from tobacco use for
the previous six (6) months. Routine monitoring may be required. Specific programs for abdominal organs
(liver, intestines, and kidney) may require abstinence from tobacco products to be actively listed.

f. Candidates must have adequate social support systems and display a proven record of adherence to
medical treatment.

g. Patients must be willing and able to travel within short notice to the KP approved transplant Center of
Excellence and, if necessary, return for treatment of complications.

h. Patients must have a caregiver or caregivers, who are physically and cognitively able to assist the patient
with self-care activities and are able to travel within short notice to the KP approved transplant Center of

Excellence.
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i. The presence of significant irreversible neurologic dysfunction, active psychological and/or psychiatric
conditions, and/or other social behaviors that prevent adherence with a complex medical regimen, are
considered contraindications for referral for transplant.

j. Evidence of such non-adherence may be failure to keep appointments, failure to make steady progress in
completing pre-transplant evaluation requirements, failure to accurately follow medication regimens or
failure to accomplish the activities required for maintenance on the waiting list.

k. Whenever transplant is considered as an option and discussed with the patient and/or family, consultation
with Advanced Life Care Planning/Palliative Care resources is strongly recommended.

2. INDICATIONS FOR LIVER TRANSPLANT
a. Acute Fulminant Hepatic Failure. Refer patient as soon as diagnosis is made.
i. Progressive Coagulopathy
ii. Hepatic Encephalopathy
iii. Progressive Hyperbilirubinemia
b. Chronic Liver Disease — referral is generally not advised until there is a MELD or PELD score of 15, with
exceptions for the indications listed below: There is evidence that there is no survival benefit for patients
transplanted with a MELD score <15. 4
i. Hepatocellular Carcinoma

1. Patients who meet Milan/UCSF criteria for hepatocellular carcinoma may be referred to transplant
centers for transplant evaluation.

2. Patients with hepatoblastoma who exceed Milan/UCSF criteria may be considered as liver
transplant candidates on a case by case basis. 5

3. Pediatric patients with nonmetastatic and unresectable hepatoblastoma (PRETEXT IV and complex
pretext lll) should be referred for LT evaluation at the time of diagnosis or no later than after 2
rounds of chemotherapy.

4. Pediatric patients with hepatoblastoma and pulmonary metastases can be considered for liver
transplant if, following chemotherapy, a chest CT is clear of metastases or, if a tumor is identified,
the pulmonary wedge resection reveal the margins are free of the tumor (AASLD/NASPGHAN
guidelines 2014)

i. Intractable Encephalopathy
ii. Intractable Ascites/ hepatic hydrothorax
v. Intractable Variceal Bleeding
v. Cholestatic Liver Disease:
1. Intractable Pruritis
2. Recurrent Cholangitis
3. Intractable Bone Disease
vi. Progressive Hepatopulmonary Syndrome
vii. Hepatorenal Syndrome
viii. Additional indications for liver transplant for the pediatric population: Urea cycle defects, organic
acidemia and other metabolic disorder

CONTRAINDICATIONS FOR LIVER TRANSPLANT

a. Advanced cardiopulmonary disease or any other life limiting disorder not corrected by liver transplantation. All
patients should be evaluated for coronary artery disease (CAD) and occult cardiomyopathy. Hepatopulmonary
syndrome and hepatorenal syndrome are not contraindications as they are correctable by transplantation.

b. Patient whose HCC exceeds Milan criteria or whose alpha fetoprotein (AFP) level is greater than 1000 ng/ml
should not be referred for transplant until they have been down staged successfully to within Milan criteria
and/or an AFP level of less than 500 ng/ml. Exceptions may be made on a case by case basis for
hepatoblastoma. &2

c. Absolute contraindication of liver transplant in pediatric patients - Severe multisystem mitochondrial disease

. RELATIVE CONTRAINDICATIONS FOR LIVER TRANSPLANT

a. Pulmonary hypertension with pulmonary artery systolic pressure 50 mmHg or mean >35 mmHg (despite
optimal medical management).

b. Renal failure (excluding hepatorenal syndrome)

c. Active infection outside the hepatobiliary system

d. Advanced malnutrition

e. Severe diabetic complications

f.  Inability to control HbA1C <8

g. Massive obesity

h. Multiple abdominal surgeries
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i.  Significant irreversible neurologic dysfunction.
j-  Highly selected patients with only intra-ductal cholangiocarcinoma may be considered for transplant on a
case-by-case basis, at a transplant center with an established cholangiocarcinoma program. &2

5. MULTIPLE ORGAN TRANSPLANTS INCLUDING LIVER
Liver transplantation combined with another organ transplant is indicated in special circumstances in pediatric and
adult patients. Examples include, but are not limited to, liver/kidney, liver/lung and liver/heart. These combined
organ transplants require case by case evaluation.

6. SPECIAL CONSIDERATIONS FOR LIVING DONOR LIVER TRANSPLANT

In addition to the current KP cadaveric donor patient referral guidelines for adults, the following should be

considered when presented with a potential living donor liver transplant.

a. No recipient should be considered for living donor liver transplant if in status 1 fulminant liver failure.

b. Patients with MELD < 15 but with complications of liver disease that are uncorrectable and not reflected in the
MELD score may be considered for living donor liver transplantation on a case by case basis after
consultation with a hepatologist.

c. Recipients with hepatocellular carcinoma (HCC) should meet the same guidelines as listed for cadaveric
donor patient referral guidelines.

d. Living donor liver transplant is not contraindicated for pediatric patients with acute liver failure if patient is a
candidate for liver transplant.

7. ADDITIONAL INFORMATION ON LIVER TRANSPLANTATION
For additional information about UNOS policies on organ allocation and candidate criteria, please
visit https://optn.transplant.hrsa.gov/media/1200/optn policies.pdf#nameddest=Policy 09

APPENDIX I:

Reduced Duration Alcohol Sobriety Pathway to Liver Transplant Listing - Kaiser Permanente Protocol

(For Northern California, please consult the “Reduced Duration Alcohol Sobriety Pathway to Liver Transplant Listing Kaiser
Permanente Northern California Protocol”, available on the Clinical Library under Northern California)

BACKGROUND / PURPOSE:

» There is data suggesting that the currently utilized 6-month alcohol sobriety rule needed for liver transplant
listing may not be the best predictor of relapse on a liver transplant list or post-transplant

» Some liver transplant programs in the United States and Europe accept a reduced duration alcohol
sobriety pathway to liver transplant listing

» This protocol is designed to evaluate and qualify Kaiser Permanente patients for liver transplant listing who
have not reached 6-months of alcohol sobriety

WHO THIS PATHWAY APPLIES TO:

» This protocol applies to patients with a first alcohol-related / liver decompensating event (as defined
below) and whose severity of liver disease suggests they are unlikely to survive to reach 6 months alcohol
abstinence (see suggested scenarios below)

» Patient must be without incapacitating hepatic encephalopathy and/or cannot be intubated when
evaluated by addiction medicine and supporting gastroenterology and hepatology physician

o Family/family friends or significant others will not be used as sole historians in the event the
candidate is incapacitated with hepatic encephalopathy and/or intubated

» This protocol does not apply to patients who are not presenting with a first liver-decompensating event or
who have already reached 6 months alcohol abstinence. Standard criteria for liver transplant listing should
be applied to those patients.

Protocol Flow Diagram:
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DEFINITION OF FIRST ALCOHOL-RELATED / LIVER DECOMPENSATION

To help define a potential first alcohol-related / liver decompensating event, try to answer this question: When
faced with the knowledge that their alcohol use was linked to a negative effect on their legal status or medical
health, did the candidate stop drinking? If no, then the candidate's presentation with severe alcoholic hepatitis
or acute on chronic liver failure is not considered their first decompensating event, as it demonstrated poor
insight and decision-making. These criteria represent relatively easy to find information within the medical
chart that represent exclusion criteria.

» Exclusion of patients with history of hospital admission due to the following complication of alcohol
abuse within the last 2 years:

o Alcohol-related hepatitis
o Alcohol-related pancreatitis
° Alcohol-related
cardiomyopathy
o Alcohol withdrawal (including delirium tremens and/or seizures)
° Alcohol psychosis
» Exclusion of patients with history of an emergency room visit due to the
following complication of alcohol abuse within the last 2 years:
Alcohol-related hepatitis
Alcohol-related pancreatitis
Alcohol-related cardiomyopathy
Alcohol withdrawal (including delirium tremens and/or seizures)

Alcohol psychosis

0O O O O o o

Alcohol intoxication with or without a complication (like fall or

altercation)

» Exclusion of patients with more than one failed alcohol rehabilitation attempt within the last 2 years

» Exclusion of patients with any previous diagnosis in problem list of the following complications of
alcohol abuse within the last 2 years:
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0 Alcohol-related hepatitis
0 Alcohol-related pancreatitis
0 Alcohol-related cardiomyopathy

o0 Severe alcohol use disorder

» Exclusion of patients with any previous diagnosis in problem list of alcohol-related cirrhosis at any
time.

» Exclusion of patients with active polysubstance abuse (any co-substance except for marijuana and/or
nicotine) within the last 2 years.

UNLIKELY TO SURVIVE TO REACH 6 MONTHS ALCOHOL ABSTINENCE

No comprehensive definition of patients with severe acute alcohol related hepatitis or alcohol related acute
on chronic liver failure can be provided. Ultimately, this assessment is left to patient's treating hepatologist
and larger treatment team. Some suggested scenarios include:

e Patient with severe acute alcoholic hepatitis (Maddrey's Discriminant Function >32)
who is not a candidate for or has failed medical management (including use of
prednisolone with or without N-acetylcysteine infusion with resultant 7-day Lille Score
>0.45)

e Inpatient with persistent MELD score > 30 (see 3-month predicted survival based on
MELD score below) Inpatient with dialysis dependent hepatorenal syndrome type 1

Footnotes
1. Liver Transplantation 2006, .12:813-820. Alcohol consumption patterns and predictors of use following liver transplantation for
alcoholic liver disease.
Liver Transplant Surg. 1997, Vol 3, 304 — 310. The natural history of alcoholism and its relationship to liver transplantation.
Alcohol abstinence prior to liver transplantation for Alcoholic Liver Disease (G110807), TPMG New Medical Technology
American Journal of Transplantation 5 (2) 203-205, February 2005.
Hepatoblastoma (HB) is the most common type of liver cancer in children. The gold standard treatment of HB is perioperative
chemotherapy followed by complete resection of tumor. Liver transplantation (LT) for children with HB should be considered (even if
beyond Milan criteria) if the tumors are nonresectable or show chemotherapy resistance. LT for children with HB should be
considered even with very high AFP levels. LT may be considered even if there is a history of pulmonary metastasis (after
thoracotomy and resection +/- chemotherapy). Contraindications to LT for HB: Vascular invasion (including tumor clot).
6. The Milan Criteria for liver patients with HCC is 1 tumor: 5 cm or 2 — 3 lesions, none >3 ¢cm and no vascular invasion. Source: NEJM
1996, 334; 693-699.
7. The UCSF/Region 5 Criteria for liver patients with HCC is 1 tumor: 6.5 cm, or 2 — 3 lesions, none >4.5 cm and total tumor diameter ::8
c¢m, and no vascular invasion. Hepatology, 2001, 33; 1394-1403.
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8.  Transplantation for Hilar Cholangiocarcinoma. Liver Transplantation, Vol. 10, (10); Supplement Il (October) 2004:pp 565-568
9. Goldberg, et. Al. (2014), Hepatology, 60 (5), 1717-1726.

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided for historical
purposes and does not necessarily reflect the most current published literature. When significant new articles are published that impact
treatment option, Kaiser Permanente will review as needed. This information is not to be used as coverage criteria. Please only refer to
the criteria listed above for coverage determinations.

Background

Liver transplantation or hepatic transplantation is the replacement of a diseased liver with a healthy liver from
another person (allograft). Liver transplantation is a viable treatment option for end-stage liver disease and acute
liver failure.

Medical Technology and Assessment Committee (MTAC)

Living-Donor Liver Transplant — Adult-to-Adult

BACKGROUND

Living donor liver transplantation (LDLT) was developed as an alternative to cadaveric liver transplantations due
to the dramatic shortage of available livers. LDLT to pediatric recipients was introduced into clinical practice in
1989 and the procedures are now performed worldwide. Adult-to-adult LDLT was initiated in the United States in
the late 1990s. In 1997, one adult-to-adult LDLT was performed at one center in the U.S. and this grew to 266
procedures at 38 centers in 2000 (Brown et at, 2003). Left lateral segmentectomy, which uses approximately 20%
of the hepatic mass, is generally used for LDLT to pediatric donors. However, these grafts provide insufficient liver
mass for an average sized adult recipient. With adult recipients, a larger portion of the donor’s liver must be taken
which poses increased risks to the donor. Adult-to-adult liver transplantation involves either a full left or right
hepatic lobe. Initially, all adult LDLT used the smaller left hepatic lobe. The hepatic mass was sufficient for some
Asian recipients, but not for the average U.S. patient. Currently, adult-to-adult LDLTs in the U.S. use donation of
the right hepatic lobe, which represents about 60% of the hepatic mass. Risks to the donor in adult-to-adult LDLT
include the possibility that the donor will not be left with sufficient hepatic function, the possibility of biliary
complications, risks associated with blood transfusion, risks associated with surgery and unknown, long-term risks
associated with major hepatic resection. (American Society of Transplant Surgeons: Ethics Committee, 2000;
Renz and Roberts, 2000; Hayashi & Trotter, 2002).There is an ethical debate on adult-to-adult LDLT centering on
the question of whether or not it is acceptable for a consenting healthy individual to undergo this surgery and take
the risk of complication or death in order to potentially save the life of a loved one. LDLT programs conduct
extensive physical and psychological examinations of donors. Related ethical issues are how to select adult
recipients of LDLT (i.e. to what extent are they at risk of dying), how successful LDLT is in adult recipients (i.e.
increased life expectancy in recipient vs. risk to donor) and how to allocate cadaveric livers.

04/12/2000: MTAC REVIEW
Living-Donor Liver Transplant — Adult-to-Adult
Evidence Conclusion: The limited amount of evidence available is not sufficient to determine the safety and
efficacy of LRLT. Case series reports were the best available evidence. The published case studies have small
sample sizes and were not rigorously performed (i.e. did not specify inclusion/exclusion criteria or outcome
measurement, had variable and relatively short length of follow-up). In addition, the published studies report on
different clinical techniques for performing LRLT and these individual techniques have not been systematically
evaluated.
Articles: There were no randomized control trials, meta-analyses or cohort studies. Case series for adult-to-adult
transplants all had small sample sizes (<50). Several larger case series included both adults and children as
recipients and did not present results separately. Evidence tables were created for those with the largest sample
sizes: (n=33) Hashikura, Y, Kawasaki, S, Miyagawa, S, Terada, M, lkegami, T, Miwa, S, Kubota, T, Mita, A.
Living-related donor liver transplantation in adults: Experience at Shinshu University Hospital. Transplantation
Proceedings 1999; 31: 1953-4; (N=25) Marcos, A, Fisher, RA, Ham, JA, Shiffman, ML, Sanyal, AJ, Luketic, VAC,
Sterling, RK, Posner, MP. Right lobe living donor liver transplantation. Transplantation 1999; 68: 798-803.
Hashikura, Y, Kawasaki, S, Miyagawa, S, Terada, M, lkegami, T, Miwa, S, Kubota, T, Mita, A. Living-related
donor liver transplantation in adults: Experience at Shinshu University Hospital. Transplantation Proceedings
1999; 31: 1953-4. See Evidence Table. Marcos, A, Fisher, RA, Ham, JA, Shiffman, ML, Sanyal, AJ, Luketic,
VAC, Sterling, RK, Posner, MP. Right lobe living donor liver transplantation. Transplantation 1999; 68: 798-803.
See Evidence Table.
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The use of Adult to Adult Living Related Donor Liver Transplant treatment of Liver Failure does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.

06/11/2003: MTAC REVIEW
Living-Donor Liver Transplant — Adult-to-Adult

Evidence Conclusion: There is a lack of evidence on the effectiveness of adult-to-adult living-donor liver
transplantation compared to cadaveric whole or split-liver transplantation and one small study (Liu) that addresses
the effectiveness of LDLT compared to remaining on a wait list for cadaveric transplantation. Liu found a higher
survival rate with right lobe LDLT than no transplantation among patients with acute liver failure; however, findings
do not necessarily generalize to patients with other indications for transplantation.

The remaining studies are case series. One-year recipient survival rates were 72% in the case series of 308
adults from Japan (Todo) in which 71% of the operations were left-lobe transplantations and 85% for 50 right-lobe
operations in the U.S. (Miller). No peri-operative donor mortality was reported in the recent case series articles.
Brown identified one donor death among 449 right-lobe adult-to-adult living-donor transplantations performed in
the U.S. between 1997 and 2000. Brown'’s survey found a 14.5% donor complication rate including 6%
experiencing biliary leakage and 4.5% needing re-operation. A limitation of the case series data and the Brown
survey data is variability in the eligibility criteria and interventions across centers and within centers over time.
There are no quality long-term data on outcomes among recipients or donors.

Articles: The search yielded 206 articles, many of which were reviews, opinion pieces or dealt with technical
aspects of the procedure. There were no randomized controlled trials. The next preference was given to non-
randomized comparative trials. There was one study that compared patients with acute liver failure who did and
did not opt for LDLT; this study was reviewed. The remaining studies were case series. Other articles selected
were the largest case series (conducted in Japan), the largest case series in the United States and a survey of
transplantation programs focusing on donor outcomes. The following four articles were critically appraised:

Liu CL, Fan ST, Lo CM et al. Right-lobe live donor liver transplantation improves survival of patients with acute
liver failure. Br J Surg 2002; 89: 317-322. See Evidence Table. Todo S, Furukawa H, BondJin M et al. Living donor
liver transplantation in adults: Outcome in Japan. Liver Transplantation 2000; 6 (Suppl 2): S66-S72. See Evidence
Table. Miller CM, Gondolesi CE, Florman S. et al. One hundred nine living donor liver transplants in adults and
children: A single-center experience. Ann Surg 2001; 234: 301-012. Brown RS, Russo MW, Lai M. et al. A survey
of liver transplantation from living adult donors in the United States. N Engl J Med 2003; 348: 818-825. See
Evidence Table.

The use of Adult to Adult Living Related Donor Liver Transplant treatment of Liver Failure does not meet the
Kaiser Permanente Medical Technology Assessment Criteria.

Kidney Transplantation in the treatment of HIV+
BACKGROUND
HIV infected patients are at risk for end-stage renal disease caused by HIV-related disease such as HIV-
associated nephropathy and hepatitis C infection. HIV-positive patients co-infected with hepatitis B or hepatitis C
are also at risk of progression of liver disease (Roland & Stock; Fishman). Until recently, HIV-positive patients
have been excluded from organ transplantation programs. A primary reason for this exclusion has been the belief
that patients in an immuno-compromised state would be adversely affected by the immunosuppression required
for transplantation. Several changes have occurred that have caused some transplant centers to question the
exclusion based on HIV infection. Highly active anti-retroviral therapy (HAART) became available in the mid to
late 1990s. HAART can prolong survival in HIV-positive patients, thereby increasing the number of patients with
stable HIV infection who progress to end-stage organ failure. In addition, there have been improvements in
immunosuppressive drug regimens and surgical techniques associated with transplantation. This review will
evaluate the evidence published to date on the safety and efficacy of organ transplantation among HIV-positive
patients in the HAART era. Kidney transplantation in HIV positive patients was previously reviewed by MTAC in
December 2001. At that time, the evidence consisted of several case series with five or fewer HIV-positive
patients and the item failed MTAC evaluation criteria. Other types of organ transplantation (liver, lung, heart) have
not been reviewed by MTAC.

12/12/2001: MTAC REVIEW
Kidney Transplantation in the treatment of HIV+
Evidence Conclusion: There is insufficient published evidence on which to base a conclusion about the effect of
kidney transplant in HIV-positive patients on health outcomes. Although recent changes in the prognosis of HIV-
positive individuals suggest that some may benefit from kidney transplant, there are no direct empirical data to
support this claim.
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Articles: The search yielded 64 articles, many of which dealt with other related procedures or populations or were
review articles or opinion pieces. No articles with empirical data were included in the search. Three older case
series were identified in the reference list of the Gow review article. Each of these case series included 5 or fewer
HIV-positive patients receiving kidney transplants. None of the articles was suitable for critical appraisal.

The use of Kidney Transplantation in the treatment of HIV+ patients with renal failure does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

08/11/2004: MTAC REVIEW

Heart, Lung, Kidney, & Liver Transplantation in the treatment of HIV+

Evidence Conclusion: There were two primary issues addressed in this review: 1) evidence on the safety and
effectiveness of organ transplantation for HIV-positive individuals and; 2) evidence on whether survival among
HIV-positive individuals who receive organ transplants is lower than among HIV-negative individuals. There is no
published evidence on the safety and effectiveness of lung transplantation in HIV-positive individuals and only two
case reports of heart transplants. There were no articles comparing transplantation to another intervention in HIV-
positive patients with end-stage liver or kidney disease. The best published evidence on kidney and liver
transplants in HIV-positive individuals is from cohort studies conducted in the HAART era. Abbott did a
retrospective study comparing outcomes in HIV-positive and HIV-negative individuals, all of whom were identified
in a national database of kidney transplants. Ragni compared survival in a prospective series of HIV-positive
patients and a retrospective analysis of selected HIV-negative patients from the UNOS Scientific Registry for Liver
Transplantation. In both studies, three-year survival rates did not differ significantly in the HIV-positive and HIV-
negative groups. Limitations of both studies include: The relatively small sample sizes of HIV-positive patients, 24
in the Ragni study and 47 in the Abbott study. The HIV-positive and HIV-negative groups may have differed in
ways that affected outcomes (despite statistical adjustment for confounding in the Abbott study). The authors
commented that clinicians may have selected the healthiest HIV-positive patients for transplantation which might
increase the likelihood of a successful outcome compared with the HIV-negative patients. The Abbott study was
retrospective and the Ragni study included a prospective group of HIV-positive patients but did a retrospective
analysis of the HIV-negative control group. Prospective designs are preferred. A prospective, multi-center
uncontrolled study to evaluate the safety and efficacy of kidney and liver transplants performed in HIV-positive
patients is currently in its early phases. The study is being coordinated by UCSF. The investigators anticipate
enrolling up to 275 transplant recipients and following them for 2-5 years.

Articles: The search yielded 217 articles. Most were opinion pieces, on technical aspects of transplantation in
HIV-positive patients and articles on related clinical topics. Empirical studies on specific types of organ
transplantation were as follows: Lung There were no studies with empirical data. Heart There were two case
reports, each reporting on a single case. The articles were ineligible for critical appraisal. Kidney and Liver

There was one study on kidney transplants (Abbott et al., 2004) and one study on liver transplants (Ragni et al.,
2003) that compared outcomes in HIV-positive patients to outcomes in HIV-negative patients. Data from HIV-
negative patients were taken from national transplantation databases in both studies. These two studies were
critically appraised. The largest published series from UCSF included 14 patients, 10 received kidney transplants
and 3 received liver transplants (Stock et al. 2003). Newer reports with additional patients have been presented at
conferences and discussed in review articles, but the data have not been published in empirical articles. The case
series was not critically appraised due to the small sample and availability of comparative studies. There was also
a retrospective cohort study evaluating data on kidney transplants from 1987-1997; this study was not critically
appraised because it primarily included cases from the pre-HAART era.

The studies reviewed were Abbott KC, Swanson SJ, Agodoa LYC et al. Human immunodeficiency virus infection
and kidney transplantation in the era of highly active antiretroviral therapy and modern immunosuppression. J Am
Soc Nephrol 2004; 15: 1633-1639. See Evidence Table. Ragni MV, Belle SH, Im K et al. Survival of human
immunodeficiency virus-infected liver transplant recipients. J of Infect Dis 2003; 188: 1412-1420. See Evidence
Table.

The use of Heart Transplantation in the treatment of HIV+ patients with heart failure does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

The use of Lung Transplantation in the treatment of HIV+ patients with lung failure does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

The use of Kidney Transplantation in the treatment of HIV+ patients with renal failure evidence is not sufficient to
determine whether HIV infection should or should not be an exclusion for kidney transplantation.
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The use of Liver Transplantation in the treatment of HIV+ patients with renal failure the evidence is not sufficient
to determine whether HIV infection should or should not be an exclusion for liver transplantation.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® or Description

HCPC

Codes

47135 Liver allotransplantation, orthotopic, partial or whole, from cadaver or living donor, any age

47140 Donor hepatectomy (including cold preservation), from living donor; left lateral segment only
(segments Il and IlI)

47141 Donor hepatectomy (including cold preservation), from living donor; total left lobectomy (segments
I, Il and 1V)

47142 Donor hepatectomy (including cold preservation), from living donor; total right lobectomy
(segments V, VI, VIl and VIII)

47146 Backbench reconstruction of cadaver or living donor liver graft prior to allotransplantation; venous
anastomosis, each

47147 Backbench reconstruction of cadaver or living donor liver graft prior to allotransplantation; arterial
anastomosis, each

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

05/1996 07/06/2010MPCRPC 05/03/201 1MPCRPC  08/02/2011MPCRPC (03/06/2012MPCRPC, 01/10/2022
01/08/2013MPCRPC 11/05/2013MPC, 02/04/2014MPC, 09/02/2014MPC, 10/07/2014MPC,
07/07/2015MPC, 05/03/2016MPC, 03/07/2017MPC, 01/09/2018MPC, 12/04/2018MPC,
, 12/03/2019MPC 12/01/2020MPC,12/07/2021MPC 12/06/2022MPC, 12/09/2023MFPC
MDCRPC Medical Director Clinical Review and Policy Committee

MPC Medical Policy Committee

10/06/2015 | Merged Living Donor Related criteria to Liver Transplant criteria

11/03/2015 | Merged Organ Transplantation for HIV+ Patients for Liver and Kidney

03/05/2019 | MPC approved to adopt KP National Criteria for Liver Transplant

09/03/2019 | MPC approved to change General Principles 1.3 to Uncontrollable infection is a contraindication to
transplant as recommended by KP National Transplant Services.

03/03/2020 | MPC approved proposed changes from KP National Transplant Services

04/06/2021 | MPC approved proposed changes from KP National Transplant Services. Requires 60-day notice,
effective date September 1, 2021.

01/10/2022 | MPC approved proposed changes from KP National Transplant Services. 60-day notice is not

required.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria

Localization System for External Beam Radiation

e Calypso 4D Localization

e Electromagnetic Localization System

e GPS for the Body

e Tracking with Beacon Transponders during External Beam Radiation Therapy (Calypso Medical)

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article None
Kaiser Permanente Medical Policy Due to the absence of an active NCD, LCD, or other coverage

guidance, Kaiser Permanente has chosen to use their own
Clinical Review Criteria, “Localization System for External
Beam Radiation” for medical necessity determinations. Use
the Non-Medicare criteria below.

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting review for this service, please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage
determinations.

Background

Prostate cancer is the most commonly diagnosed cancer and second leading cause of death in men in the United
States. The treatment options for early-stage prostate cancer include radical prostatectomy, high dose
brachytherapy, and high dose external beam radiation therapy (EBRT). Several studies showed improvement in
biochemical progression free survival with radiation dose escalation. However, this comes at the cost of higher
bladder and bowel toxicity. Investigators found that toxicity due to radiation therapy can be reduced by the use of
intensity modulated radiotherapy (IMRT) techniques that focus a high dose radiation to the prostate while
decreasing the dose to the bladder and rectum. With the higher doses being delivered with increased conformity,
© 2010, Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top
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it is critical that the isocenter of the prostate treatment volume be placed with precision (Kuban 2008, Quigley
2009, Rajendran 2010).

The prostate gland is known to have some movement during the day as the bladder and rectum are filled at
different volumes. Two types of motion have been described and may be an issue for treatment planning: 1.
Interfraction motion from day-to-day, and 2. Intrafraction movement that is motion occurring while the patient is on
the treatment table during radiation delivery. This is thought to be caused by breathing or other biological factors
as contraction/relaxation of the pelvic floor and by rectal gas. Target localization during radiation therapy for
prostate cancer has two aspects: the initial setup before delivering the radiation, and the subsequent real-time
target position monitoring during the actual delivery of radiation. The interfraction position has been addressed by
various techniques including ultrasound, infrared cameras, diagnostic CT imaging, and x-ray imaging. The use of
implanted markers as gold is accepted as an accurate, reliable, and reproducible method to establish the position
of the prostate gland during EBRT treatment. Other techniques used to estimate the motion of prostate during
delivery of radiation include transabdominal ultrasound, X-rays, MRI, CT, and fluoroscopy. The use of these
technologies may be limited as they may not be available in the treatment room or usable during radiation
delivery, provide only a snapshot of the prostate position, result into additional radiation dose, are labor intensive
and /or require user skill for image acquisition or interpretation (Kupelian 2006, Rajendran 2010).

In the last few years, the use of an implantable radiofrequency emitting device has been proposed as an
alternative to radiopaque fiducial markers and radiographic localization to provide an objective, accurate real-time
method of localizing and monitoring prostate position. The Calypso 4D Localization System is based on
electromagnetic detection of implanted Beacon transponders that allows the three-dimensional position of the
implanted transponders and target isocenter to be tracked at a frequency of 10Hz. This provides continuous real-
time localization and monitoring of the prostate. The Calypso System (Calypso Medical, Seattle, WA) consists of
three implantable wireless Beacon transponders approximately 8 mm in length and 2mm in diameter, an
electromagnetic array, an infrared camera system, and a tracking station. Typically, three transponders are
implanted in the right and left base and the apex of the prostate gland under transrectal ultrasound guidance in a
manner similar to needle biopsy. The coordinates of the Beacons and the isocenter are identified on the treatment
planning CT and entered into the calypso tracking station. Similar to ultrasound localization, the initial localization
with the Calypso System is performed using skin marks to align with room lasers. Calypso is used to localize the
prostate and the system calculates the initial offset. The couch is shifted until the three offsets are zero. During
treatment Calypso monitors and reports the offset between the actual and planned isocenter position (Santanam
2009, Foster 2010, Rajendran 2010).

Potential benefits of the Calypso system include its ability to continuously monitor target position during treatment,
with no exposure to ionizing radiation to perform the localization, and without using complicated procedures of
acquiring X-ray images. Potential disadvantaged on the other hand, are the need for implantation, transponders
stability within the implanted tissues, and the absence of any associated image of the targeted areas.

The Calypso System has received 510 (K) clearance from the FDA in 2006.

Medical Technology Assessment Committee (MTAC)

Calypso 4D Localization System
12/20/2010: MTAC REVIEW
Evidence Conclusion: The published literature on the Calypso system is very limited and do not provide
sufficient evidence to determine the safety of the technology or its effect on patients with localized prostate cancer
treated with radiation therapy. The published studies were small case series the majority of which were conducted
by the same group of authors many of whom had financial interest with the manufacturer of the technology. The
safety of the Calypso system and its effect on improving health outcomes were not examined in randomized
controlled trials. Assessing the Impact of Margin Reduction (AIM) study was the largest case series on the
Calypso System published to date, and the first with clinical outcomes. However, it was not randomized and used
a historical comparison group. It had several other limitations including the significant baseline differences
between study participants and the comparison groups, difference in the time of treatment, and variations in the
radiation therapy received by the two groups, as well as the absence of long-term follow-up to determine the
effect of the technology on the incidence of late complications. Moreover only 83% of the participants were
included in the analysis, and the study was funded by the manufacturer.
Articles: The published literature on the Calypso 4D localization system for the prostate is very limited. There are
no published randomized controlled trials that compared the effect of the Calypso system versus other localization
technologies on reducing radiation toxicity or improving quality of life (QoL) in patients with prostate cancer. The
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literature search identified the ‘Assessing the Impact of Margin Reduction (AIM)’ study that assessed the effect of
reducing the planning target volume margins while using real-time tumor tracking on the quality of life of patients
with prostate cancer treated with radiation therapy. It did not include a comparison or control group. No trials on
the safety of the technology were identified.

The AIM study was selected for critical appraisal: Sandler M, Liu P-Y, Dunn RL, et al. Reduction in patient-
reported acute morbidity in prostate cancer patients treated with 81-Gy Intensity-modulated radiotherapy using
reduced planning target volume margins and electromagnetic tracking: assessing the impact of margin reduction
study. Urology. 2010 May;75(5):1004-8. Epub 2010 Feb 13. See Evidence Table

The use of Calypso 4D localization system (Calypso 4D localization and Tracking with Beacon transponders

during external beam radiation therapy [Calypso Medical], GPS for the Body, electromagnetic localization system)
does not meet the Kaiser Permanente Medical Technology Assessment Criteria.

Applicable Codes

Considered Not Medically Necessary:

CPT®/ Description

HCPC

Codes

77387 Guidance for localization of target volume for delivery of radiation treatment, includes intrafraction
tracking, when performed

G6017 Intra-fraction localization and tracking of target or patient motion during delivery of radiation
therapy (e.g., 3D positional tracking, gating, 3D surface tracking), each fraction of treatment

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

12/20/2010 | 02/10/2011MPCRPC 12/06/2011MPCRPC  10/02/2012MPCRPC. 08/06/2013MPC, 09/16/2020
06/03/2014MPC, 04/07/2015MPC, 02/02/2016MPC, 12/06/2016MPC, 10/03/2017MPC,
09/04/2018MPC, 09/03/2019MPC, 09/01/2020MPC, 09/07/2021MPC, 09/06/2022MPC
09/05/2023MPC | 04/02/2024MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

09/01/2020 | Added KPWA Medical Policy statement under Medicare section
09/16/2020 | Added HCPC code G6017

© 2010, Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top

Date Sent: 4/29/24 835

These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.


http://www.ghc.org/hosting/clinical/criteria/pdf/calypso4d.pdf
https://wa-provider.kaiserpermanente.org/home/pre-auth/search

Criteria | Codes | Revision History

Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Low-Dose CT Screening for Lung Cancer

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None

National Coverage Determinations (NCD) Lung Cancer Screening with Low Dose Computed Tomography
(LDCT) (210.14)

Local Coverage Determinations (LCD) None

Local Coverage Article Medicare Coverage of Screening for Lung Cancer with Low
Dose Computed Tomography
(LDCT)

For Non-Medicare Members

Low-dose CT screening for lung cancer will be covered when the patient meets the following
criteria:

Ages 50 through 79: Annual screening for lung cancer with low dose computed tomography is recommended for
patients who:

* Have at least a 20 pack-year smoking history,

* Currently smoke or quit less than 15 years ago, and

» Have no significant comorbidities that would preclude surgical treatment or limit life expectancy.

Ages 80 and over: Annual lung cancer screening with LDCT is not recommended.
Discontinuation

Discontinuation of lung cancer screening is recommended at 15 years following the patient’s quit date, or as
appropriate for health status.

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When significant
new articles are published that impact treatment option, Kaiser Permanente will review as needed. This information is
not to be used as coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Lung cancer is the third most common cancer and the leading cause of cancer death in the United States.
According to the U.S. Preventive Services Task Force (USPSTF), nearly 90% of individuals with lung cancer die
of the disease. However, when detected at an early stage, non—small cell lung cancer (NSCLC) has a better
prognosis and can be treated with surgical resection. (The maijority of lung cancer cases are NSCLC.)

The most important risk factor for lung cancer is smoking, which results in approximately 85% of all U.S. lung
cancer cases. The incidence of lung cancer increases with age, occurring most commonly in individuals aged 55
years or older. Increasing age and cumulative exposure to tobacco smoke are the two factors most strongly
associated with the occurrence of lung cancer.

© 2001 Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top
Date Sent: 4/29/24 836
These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.


https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=364&ncdver=2&DocID=210.14&bc=gAAAAAgAAAAAAA%3d%3d&=
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=364&ncdver=2&DocID=210.14&bc=gAAAAAgAAAAAAA%3d%3d&=
https://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R3374CP.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R3374CP.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R3374CP.pdf

Criteria | Codes | Revision History
The USPSTF found adequate evidence that annual screening with low-dose computed tomography (LDCT) in
current and former smokers aged 55 to 79 years who have significant cumulative tobacco smoke exposure can
prevent a substantial number of lung cancer deaths. LDCT has greater sensitivity for detecting early-stage
cancer than chest X-ray and sputum cytology; however, it also has a very high rate of false positives (about 95%).
For the benefits to outweigh the harms, screening needs to be limited those who are at the highest risk for lung
cancer.

Medical Technology Assessment Committee (MTAC)

Low-Dose CT Screening for Lung Cancer
12/12/2001: MTAC REVIEW
Evidence Conclusion: There is no evidence on the diagnostic accuracy of the low-dose CT test for lung cancer
screening. That is, an independent, blind, comparison of the low-dose CT tests with a gold standard (e.g. high-
dose CT) for an appropriate group of patients. In the Henschke study, only patients with certain findings on low-
dose CT were recommended to have high-dose CT. There are also no studies comparing the diagnostic
accuracy of low-dose CT screening to the current standard, chest radiography. The only available evidence on
low-dose CT screening for lung cancer is prospective reports of screening programs. Henschke set up a protocol
to screen individuals at increased risk of lung cancer. They found that more non-calcified nodules, malignant
nodules and stage | malignant disease was found using low-dose CT than could be detected by chest
radiography. These data suggest that low-dose CT may be useful for lung cancer screening. The data presented
in the Henschke study are insufficient for evaluating the question of whether screening with low-dose CT reduces
disease-specific mortality. Even though more nodules and more stage | nodules were identified than with chest
radiography, it is not known whether this early identification will lead to decreased mortality from lung cancer.
(Previous randomized controlled trials evaluating the effectiveness of chest radiography for lung cancer screening
did not find a difference in mortality in the screened and unscreened groups). Alternatively, CT screening may not
increase disease-specific survival due to lead-time bias and over diagnosis bias. Randomized controlled trials
comparing CT screening to no screening would provide more rigorous information about its effectiveness as a
screening strategy.
Articles: The search yielded 54 articles, many of which were review articles, opinion pieces or dealt with
technical aspects of the procedure. There were no randomized controlled trials or meta-analyses. Five case
series with relevant clinical outcomes were identified. Four were studies conducted in Japan and one was a study
conducted at Cornell University. Of the four Japanese studies, there were two studies by Sone al. and two studies
by Kaneko et al. The Sone articles were an earlier and later report on the same project, as were the Kaneko
articles. Neither of the Japanese screening projects had specific clinical inclusion and exclusion criteria. The Sone
study screened the general population and the Kaneko study screened people who were members of a non-profit
organization, the Anti-Lung Cancer Association (ACLA). In addition, neither Japanese screening project appeared
to have a consistent protocol that was followed. The Cornell University study by Henschke et al. screened only
individuals at high-risk of lung cancer and had clear eligibility criteria as well as screening and follow-up protocols.
None of the articles were designed to evaluate the diagnostic characteristics of the low-dose CT test (e.g.
sensitivity, specificity). An evidence table was created for the Henschke study: Henschke Cl, McCauley DI,
Yankelevitz DF, Naidich DP, McGuinness G, Miettingen OS, Libby DM, Pasmantier MW et al. Early Lung Cancer
Action Project: Overall design and findings from baseline screening. Lancet 1999; 354: 99-105. See Evidence
Table

The use of CT Scanning in the screening of lung cancer does not meet the Kaiser Permanente Medical
Technology Assessment Criteria 2 for effectiveness of diagnostic test.

Low-Dose CT Screening for Lung Cancer
8/15/2011: MTAC REVIEW
Evidence Conclusion: The National Lung Screening Trial (NLST), a large RCT that included 53,454 participants,
examined whether screening high-risk individuals for lung cancer annually for three years with either LDCT or
chest x-ray would reduce lung cancer mortality. Results from the NLST suggest that in high-risk patient’s annual
lung cancer screening for three years using LDCT reduced lung-cancer mortality with a number needed to screen
to prevent one cancer death of 320. However, before recommending a screening test there are other factors to
consider such as overdiagnosis, cost-effectiveness, false positive results, and other potential harms such as
radiation-induced cancer. The effect of overdiagnosis and radiation-induced cancer could not be directly
measured in this trial and cost-effectiveness analyses are currently underway. With regard to false positive
results, across the three rounds of screening, 96.4% of the positive results in the LDCT and 94.5% in the x-ray
group were false positive results. Additionally, 39.1% of subjects in the LDCT group and 16.0% in the x-ray group
had at least one positive screening test during the screening phase of the trial (NSLT 2011). A recent interim
analysis from a RCT that included 2,472 men who were at high-risk for lung cancer examined whether yearly lung
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Criteria | Codes | Revision History
cancer screening using LDCT in combination with a medical interview and physical exam would reduce lung
cancer mortality compared to yearly medical interview and physical exam alone. After approximately 3 years of
follow-up, significantly more men in the intervention group were diagnosed with lung cancer [intervention 60
(4.7%) vs. control 34 (2.8%), P=0.02]. However, there was no significant difference in lung cancer mortality
between the two groups [intervention 20 (1.6%) vs. control 20 (1.7%), P=0.84]. Conclusion: Results from the
NLST suggest that screening high-risk patients with LDCT annually for three years may reduce lung-cancer
mortality; however, despite these positive results there are many other questions that still need to be answered
such as screening frequency and duration. In 2007, the California Technology Assessment Forum evaluated the
use of low-dose spiral computed tomography (LDCT) screening for lung cancer. They concluded that while the
use of LDCT to screen for lung cancer in high-risk populations appeared promising, there was insufficient
published evidence to recommend the use of LDCT outside of the investigational setting. Since the 2007
technology assessment, two randomized controlled trials (RCTs) were selected for review that examined the
effectiveness of screening high-risk individuals for lung cancer using LDCT compared to chest x-ray.

Articles: The following studies were critically appraised: National Lung Screening Tral (NLST). Reduced lung-
cancer mortality with computed tomographic screening. N Engl J Med 2011. [Epub ahead of print] See Evidence
Table Infante M, Cavuto S, Lutman FR, et al. A randomized study of lung cancer screening with spiral computed
tomography: three-year results from the DANTE trial. Am J Respir Crit Care Med 2009; 180:445. See Evidence
Table

The use of CT Scanning in the screening of lung cancer does not meet the Kaiser Permanente Medical
Technology Assessment Criteria 2 for effectiveness of diagnostic test.

Low-Dose CT Screening for Lung Cancer
10/15/2012: MTAC REVIEW
Evidence Conclusion: The Danish Lung Cancer Screening (DLCST), a RCT that included 4,104 participants,
examined whether screening high-risk individuals yearly with LDCT would reduce lung cancer mortality compared
to usual care (no screening). Results from this trial suggest that after 5 years of screening, LDCT did not reduce
lung cancer mortality or all-cause mortality compared to usual care. Significantly more lung cancers were
diagnosed in the screening group compared to the control group (69 vs. 24, P<0.001), and more were early stage
(48 vs. 21, P=0.002). There was no significant difference in the number of late stage lung cancer (21 vs. 16,
P=0.51). The diagnostic false positive rate was 7.9% at baseline, 1.7% at year 1, 2.0% at year 2, 1.6% year 3,
and 1.9% year 4. One limitation of this trial is that the sample size may be insufficient and the duration of follow-
up may not be long enough to detect a reduction in mortality (Saghir 2012) The Multicentric Italian Lung Detection
(MILD), a RCT that included 4,099 participants, examined whether screening high-risk individuals yearly or every
two years with LDCT would reduce lung cancer mortality compared to usual care (no screening). Results from this
trial suggest that after 5 years of follow-up, annual or biennial screening with LDCT did not reduce lung cancer
mortality compared to usual care. The incidence of lung cancer was significantly higher in LDCT screening groups
compared to the control group (P=0.025), but not in the annual versus the biennial groups (P=0.24). Due to
recruitment issues the trial may be underpowered to detect differences in mortality. Additionally, at baseline more
subjects in the control group were current smokers (Pastorino 2012). Conclusion: Results from the NLST suggest
that screening high-risk patients with LDCT annually for three years may reduce lung-cancer mortality; however,
despite these positive results there are many other questions that still need to be answered such as screening
frequency and duration, and the effects of cumulative radiation exposure. Results from other RCTs have not
shown a mortality benefit; however, these trials may be underpowered.
Articles: Low-dose CT screening for lung cancer was previously reviewed in 2001 and 2011. Since the 2011
review, two randomized controlled trial were identified that assessed the benefits and harms of screening for lung
cancer using low-dose CT in high risk patients. The following studies were critically appraised: Saghir Z, Dirksen
A, Ashraf H, et al. CT screening for lung cancer brings forward early disease. The randomized Danish Lung
Cancer Screening Trial: status after five annual screening rounds with low-dose CT. Thorax. 2012; 67:296-301.
See Evidence Table Pastorino U, Rossi M, Rosato V, et al. Annual or biennial CT screening versus observation in
heavy smokers: 5-year results of the MILD trial. Eur J Cancer Prev. 2012; 21:308-315. See Evidence Table

The use of CT Scanning in the screening of lung cancer does not meet the Kaiser Permanente Medical
Technology Assessment Criteria 2 for effectiveness of diagnostic test.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:
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CPT® or Description

HCPC

Codes

71271 Computed tomography, thorax, low dose for lung cancer screening, without contrast material(s)
Diagnosis Description

Codes

Z287.891 Personal history of nicotine dependence

F17.210 Nicotine dependence, cigarettes, uncomplicated

F17.211 Nicotine dependence, cigarettes, in remission

F17.213 Nicotine dependence, cigarettes, with withdrawal

F17.218 Nicotine dependence, cigarettes, with other nicotine-induced disorders
F17.219 Nicotine dependence, cigarettes, with unspecified nicotine-induced disorders

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

12/28/2001 05/03/201 1MPCRPC - 08/02/2011MPCRPC 09/06/2011MPCRPC 07/03/2012MPCRPC, 12/07/2021
11/06/2012MPCRPC09/03/2013 MPC, 07/01/2014MPC, 11/04/2014MPC, 09/01/2015MPC,
07/05/2016MPC, 05/02/2017MPC, 03/06/2018MPC, 02/05/2019MPC, 02/04/2020MPC |
02/02/2021MPC,02/01/2022MPC,02/07/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

11/04/2014 MPC adopted the USPSTF guidelines for lung cancer screening

05/05/2015 Age limits were changed to align with Medicare:

e Ages 75 through 77

e Ages 78 and over

11/17/2015 Changed Medicare link

08/26/2021 Updated link under Medicare Local Coverage Atrticle section

12/07/2021 MPC approved to adopt the modifications to the current Low Dose CT Cancer Screening to align
with updated recommendations from the USPSTF. Requires 60-day notice, effective 03/01/2022.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Low Level Laser Therapy for Pain

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) Laser Procedures (140.5)
Local Coverage Determinations (LCD) None
Local Coverage Article None

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage
determinations.

Background

Low level laser therapy (LLLT) is a non-invasive therapeutic option which uses low intensity light at a wavelength
ranging from 540 to 830 nm. LLLT produces photochemical reactions and enhance the metabolism of cells. The
photochemical reactions change the permeability of cell membrane, increase accumulation of mMRNA and result in
cell proliferation. After the light is applied, there is activation of photoacceptors, located in the mitochondria,
followed by protein synthesis (through several mechanisms). The process reduces pain, causes anti-inflammatory
effects, cell proliferation, neovascularization, and balancing immune system. LLLT uses photons at a non-thermal
radiation and does not produce heat. In addition, no destruction of the surrounding tissue is reported. Since the
density of LLLT is inferior to 5.0 W/cm2, the technique is also called cold laser. (Rayegani, Raeissadat, Heidari, &
Moradi-Joo, 2017).

Low-level light with different wavelengths is applied to a specific site. This is followed by absorption of the light by
the tissue. The red or infrared light causes the photochemical response and regeneration described above. The
wavelengths vary between 600 to 700 nm for small penetration and 780 to 950 nm for more profound penetration.
The procedure is short, and no pain, sound, vibration or heat is generated.
(https://www.healthline.com/health/cold-laser-therapy#procedure).

The clinical application of low-level laser therapy is broad, but it's mainly used for pain reduction. The current
review will focus on knee pain (osteoarthritis/musculoskeletal disorders), painful diabetic neuropathy, and carpal
tunnel syndrome.
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The incidence and prevalence of osteoarthritis vary and depend on its definition. In the United States, its
incidence is lower in African Americans than Caucasians (Nelson, 2018). Based on United States data ranging
from 2007 to 2008, 7% of adults over age 25 had symptomatic knee osteoarthritis (Nelson, 2018). Knee
osteoarthritis (KOA) is a degenerative disease characterized by gradual loss of cartilage.
Symptoms of KOA include pain, limited range of motion, bony swelling, deformity, instability, disability, and
reduced quality of life. The diagnosis is clinical; imaging can be performed if the diagnosis is not clear.
Conservative therapy includes exercise therapy, non-steroidal anti-inflammatory drugs (NSAIDs), and low-level
laser therapy (LLLT) (Stausholm et al., 2019).

Carpal tunnel syndrome is characterized by tingling, pain, even numbness in the wrist’/hand. It is the result of
compression of the median nerve.

Medical Technology Assessment Committee (MTAC)

12/20/2010: MTAC Review

Lower Level Laser Therapy for Pain

Evidence Conclusion: Back pain - A meta-analysis of 7 RCTs that included 384 participants assessed the
effects of LLLT in patients with non-specific low-back. Because the studies included in the meta-analysis were
heterogeneous with respect to population, intervention, and comparison group, it is difficult to draw conclusions
on the clinical effect of LLLT for low back pain (Yousefi-Nooraie 2008). A double-blind RCT that included 80
participants was conducted after the meta-analysis and compared the effectiveness of LLLT on pain and
functional capacity in patients with acute and chronic low back pain caused by lumbar disc herniation (LDH).
Patients were randomized to one of four treatment groups: LLLT + hot pack (acute back pain), placebo LLLT +
hot pack (acute back pain), LLLT + hot pack (chronic back pain), and placebo LLLT + hot pack (chronic back
pain). After treatment, there were statistically significant improvements in pain, range of motion, and disability in
all groups with respect to all outcome parameters. However, there was no statistically significant difference
between the four treatment groups for any of the treatment parameters. This study had several limitations. The
sample size may have been too small to detect between group differences and the follow-up duration was only 3
weeks (Ay 2010). Neck pain - A recent meta-analysis of 16 RCTs that included 820 participants assessed the
safety and efficacy of LLLT in treating acute and chronic neck pain. Subjects with acute neck pain who were
treated with LLLT were significantly more likely to experience an improvement in pain compared to subjects
treated with placebo (RR 1.69, 95% CI 1.22 to 2.33). Patients with chronic neck pain treated with LLLT also
experienced greater reductions in pain compared to patients receiving placebo (WMD 19.86, 95% CI 10.04 to
29.68). Results from this analysis also suggest that the effects of treatment may last as long as 22 weeks. Side-
effects included tiredness, nausea, headache, and increased pain. Side-effects were generally mild and did not
differ from those in the placebo group. Trials included in the meta-analysis were small RCTs that were
heterogeneous with respect to laser parameters, application technique, and intended rationale for treatment
(Chow 2009).A small double-blind RCT that included 60 participants investigated the clinical effects of LLLT in
patients with acute neck pain with radiculopathy. Results from this study suggest that compared to placebo,
patients treated with LLLT experienced significantly greater improvements in arm pain, disability, and neck
mobility. There was no significant difference in neck pain between the two groups. All adverse events occurred in
the LLLT group and included: transitional worsening of pain (6/30), persistent nausea (1/30), and increased blood
pressure (1/30). Results from this study are generalizable to patients with acute neck pain with radiculopathy with
severe levels of pain and moderate to severe levels of disability (Konstantinovic 2010). Carpal tunnel syndrome -
LLLT vs. placebo A double-blind RCT that included 36 patients with mild to moderate carpal tunnel syndrome
(CTS) evaluated the therapeutic effects of LLLT versus placebo for the treatment of CTS. The primary outcome
measures included: pain, grip strength, symptom severity, functional status, and motor and sensory peak latency.
After treatment there was no significant differences between LLLT and placebo for any of the outcomes except for
pain. Patients who were treated with LLLT experienced a greater reduction in pain compared to patients treated
with placebo. However, after 2 weeks of follow-up, patients who received LLLT showed significant improvement in
pain, symptom severity, functional status, and grip strength. There was no significant difference in sensory peak
latency or motor latency between the groups after treatment or after 2 weeks of follow-up. This was a small trial
with a short duration of follow-up (Chang 2008). Another RCT that included 81 patients and compared LLLT to
placebo found no significant difference with regard to pain and functional capacity between the two treatment
groups after 12 weeks of follow-up (Evcik 2007). LLLT vs. ultrasound An RCT that included 50 patients with mild
to moderate CTS (90 wrists) compared the efficacy of LLLT and ultrasound for the treatment of CTS. Results from
this study suggest that compared to patients treated with LLLT, patients treated with ultrasound showed
significant improvements in pain, pinch strength, grip strength, and electroneurographic measurements (Bakhtiary
2004). Splinting vs. splinting + ultrasound vs. splinting + LLLT A recent RCT that included 100 wrists of
patients with mild to moderate CTS investigated the effectiveness of splinting, ultrasound, and LLLT for the
management of CTS. The primary outcome measures were symptom severity, functional status, pain, median
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nerve sensory velocity, and median nerve motor distal latency. For all measurements, the combination of a splint
plus ultrasound or LLLT was significantly better than the use of a splint alone. Patients who were treated with a
splint plus LLLT experience significantly greater reductions in pain and symptom severity compared to patients
treated with a splint plus ultrasound. Results from this study should be interpreted with caution as power was not
addressed, it was not stated if an ITT analysis was performed, 4 patients did not finish therapy, 6 patients were
lost to follow-up, and splint compliance was not addressed (Dincer 2009). Conclusion: There is insufficient
evidence to determine the safety and efficacy of LLLT for the treatment of: Low back pain, Neck pain, and Carpal
tunnel syndrome
Articles: A meta-analysis of RCT and an RCT published after the meta-analysis were identified that addressed
the safety and efficacy of LLLT for the treatment of low back pain. The literature search also revealed a meta-
analysis and RCT that looked at LLLT for the treatment of neck pain. Several RCT were identified that addressed
the efficacy of LLLT for the treatment of carpal tunnel syndrome. Trials were selected for review if they had more
than 25 participants and compared LLLT alone or in combination with another therapy to placebo or another
active treatment. The following studies were critically appraised: Ay S, Dogan SK, and Evcik D. Is low-level laser
therapy effective in acute or chronic low back pain? Clin Rheumatol 2010; 29:905-910. See Evidence Table.
Bakhtiary AH and Rashidy-Pour A. Ultrasound and laser therapy in the treatment of carpal tunnel syndrome. Aust
J Physiother 2004; 50:147-151. See Evidence Table. Chang WD, Wu JH, Jiang JA, et al. Carpal tunnel syndrome
treated with a diode laser: a controlled treatment of the transverse carpal ligament. Photomed Laser Surg 2008;
26:551-557. See Evidence Table. Chow RT, Johnson MI, Lopes-Martins RAB, et al. Efficacy of low-level laser
therapy in the management of neck pain: a systematic review and meta-analysis of randomized placebo
controlled, or active-treatment controlled trials. Lancet 2009; 374:1894-1908. See Evidence Table. Dincer U,
Cakar E, Kiralp MZ, et al. The effectiveness of conservative treatments of carpal tunnel syndrome: splinting,
ultrasound, and low-level laser therapies. Photomed Laser Surg 2009; 27:119-125. See Evidence Table.
Konstantinovic LM, Cutovic MR, Milovanovic AN, et al. Low-level laser therapy for acute neck pain with
radiculopathy: a double-blind placebo-controlled randomized study. Pain Med 2010; 11:1169-1178. See Evidence
Table. Yousefi-Nooraie R, Schonstein E, Heidari K, et al. Low-level laser therapy for nonspecific low-back pain.
Cochrane Database of Systematic Reviews 2008, Issue 2. Art. No. CD005107.DOI: 10.1002/14651858.
CDO005107.pub4. See Evidence Table.

The use of low-level laser therapy for pain does not meet the Kaiser Permanente Medical Technology
Assessment Criteria.

01/13/2020: MTAC Review

Lower Level Laser Therapy for Pain

Evidence Conclusion:

e Low evidence supports the effectiveness (reduction of pain and disability) of LLLT (with or without exercise
therapy) in patients with knee osteoarthritis compared to placebo/sham.

o There is insufficient evidence to assess the safety of LLLT in patients with knee osteoarthritis or
musculoskeletal disorders.

e There is also insufficient evidence to compare LLLT versus physical therapy or NSAIDs.

e The evidence is insufficient to assess quality of life.

e There is insufficient evidence to assess the effectiveness and safety of LLLT in patients with painful diabetic
neuropathy.

e Low evidence indicates that LLLT may be more effective than placebo on the short-term, but there is
insufficient evidence to compare LLLT vs ultrasound or as adjunct to other treatment for patients with carpal
tunnel syndrome.

Articles: PubMed was searched through January 3, 2020. Search terms included Low level laser therapy OR

LightForce OR Cold laser treatment OR cold laser therapy OR LLLT AND with variations. The search was

limited to English language publications and human populations. The reference lists of relevant studies

were reviewed to identify additional publications. Filters included meta-analysis and randomized

controlled trials. The search yielded several articles. The following articles (under summary) were

reviewed. See Evidence Table.

The use of low-level laser therapy for pain does not meet the Kaiser Permanente Medical Technology
Assessment Criteria.

Applicable Codes
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Medicare - Considered Medically Necessary when criteria in the applicable policy statements listed above
are met
Non-Medicare - Considered Not Medically Necessary

CPT® Description
or HCPC
Codes
$8948 Application of a modality (requiring constant provider attendance) to one or more areas; low-level
laser; each 15 minutes
0552T Low-level laser therapy, dynamic photonic and dynamic thermokinetic energies, provided by a
physician or other qualified health care professional

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

12/20/2010 02/10/201 1MPCRPC '12/06/2011MPCRPC 10/02/2012MPCRPC, 08/06/2013MPC, 09/01/2020
06/03/2014MPC, 04/07/2015MPC, 02/02/2016MPC, 12/06/2016MPC, 10/03/2017MPC,
09/04/2018MPC, 09/03/2019MPC, 09/01/2020MPC, 09/07/2021MPC, 09/06/2022MPC,
09/05/2023MPC , 04/02/2024MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

06/04/2019 Removed MCG A-0511 for clinical guidelines

03/03/2020 Added January 2020 MTAC review; MPC approved to retain existing non-coverage policy for
LLT.

09/01/2020 Added CPT code 0552T
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Lower Limb Prosthesis

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None

National Coverage Determinations (NCD) Prosthetic Shoe 280.1

Local Coverage Determinations (LCD) Lower Limb Prosthesis (L33787)
Local Coverage Article Lower Limb Prostheses (A52496)

For Non-Medicare Members

Effective until September 1%, 2024

Kaiser Permanente has elected to use the Lower Limb Prosthesis (KP-0487) MCG* for medical necessity
determinations. For access to the MCG Clinical Guidelines criteria, please see the MCG Guideline Index through
the provider portal under Quick Access.

Effective until September 15, 2024
Kaiser Permanente has elected to use coverage guidance from Medicare’s Local Coverage Determination (LCD)
Lower Limb Prosthesis (L33787) and Coverage Article Lower Limb Prosthesis (A52496).

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist, including the Prosthetics & Orthotics
practitioner

*MCG manuals are proprietary and cannot be published and/or distributed. However, on an individual member basis, Kaiser
Permanente can share a copy of the specific criteria document used to make a utilization management decision. If one of your
patients is being reviewed using these criteria, you may request a copy of the criteria by calling the Kaiser Permanente Clinical
Review staff at 1-800-289-1363.

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

A large number of lower limb prosthetic designs are now available. The choice of the most appropriate prosthetic
depends on factors such as amputation level, height, weight, and activity level of the amputee. Prosthetics fall
mainly under two broad functional groups: non-microprocessor-controlled prosthetics and microprocessor-
controlled prosthetics. The normal gait cycle is comprised of the stance phase, the period when the leg is on the
ground, and the swing phase, the period when the leg is off the ground. Non-microprocessor-controlled
prosthetics incorporate friction, pneumatic, or hydraulics in the joint to control the swing and stance phases of
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gait. While they have helped amputees gain mobility these prosthetics have limitations. Prosthetics that utilize
friction to control the swing phase can only be adjusted for one walking speed. Pneumatic and hydraulics
prosthetics allow amputees to change their walking speed; however, these prosthetics do not incorporate
adaptive stance phase control. The lack of adaptive stance phase control requires the amputee to lock the knee
mechanism in full extension during stance to avoid buckling. The limitations of the non-microprocessor-controlled
prosthetics result in gait asymmetries which may contribute to problems such as increased energy expenditure
and secondary disabilities.

Microprocessor-controlled prosthetics incorporate sensors that measure angles and movement every 20
millisecond and alter the damping of the hydraulic unit for each phase of gait. This technology is intended to
normalize the swing and stance phase of gait over a wide range of walking speeds. Potential benefits of this
technology include: decreased effort in walking, improved gait symmetry, reduced need for muscular
compensation on the contralateral limb, fewer falls, and more stable gait on uneven terrain, ramps, inclines, and
stairs (Berry 2009, Segal 2006).

C-leg® is a microprocessor-controlled knee joint system with hydraulic stance and swing phase control. In 1999,
C-Leg® (Otto Block Healthcare, Duderstadt, Germany) received FDA approval.

Medical Technology Assessment Committee (MTAC)

Lower Limb Prosthesis
08/11/2004: MTAC REVIEW
Evidence Conclusion: The few studies published in peer-reviewed journals, included a small number of selected
active participants, and do not provide sufficient evidence on effectiveness of the microprocessor-controlled lower
limb prosthesis.
Articles: The search yielded 32 articles. The majority dealt with the technical aspects and mechanisms of action
of the prostheses. The search did not reveal any randomized controlled trials. There was a pilot study (N=10) that
compared the cognitive demand of walking using the intelligent prosthesis with the conventional damped knees.
Another open crossover study of six amputees that compared the gait symmetry, energy expenditure, and patient
impressions of the intelligent prosthesis to the standard pneumatic swing-phase control knee was also identified.
The other reports/studies revealed by the search were small descriptive case series with less than 25 participants.
None of the articles was selected for critical appraisal.

The use of microprocessor-controlled lower limb prostheses in the treatment of lower limb amputation does not
meet the Kaiser Permanente Medical Technology Assessment Criteria.

08/07/2006: MTAC REVIEW

Lower Limb Prosthesis

Evidence Conclusion: The few studies published in peer-reviewed journals, included small numbers of
participants, and do not provide sufficient evidence to determine the effectiveness and benefit of the
microprocessor-controlled lower limb prosthesis.

Articles: The search yielded 43 articles. The majority dealt with the technical aspects and mechanisms of action
of the prostheses. The search identified one recent (Klute 2006) * small randomized controlled that compared the
functional mobility and daily activity level of microprocessor-controlled hydraulic knee vs. the non-microprocessor
hydraulic knee. Eighteen transfemoral amputees agreed to enroll in the study, but the majority withdrew before
randomization. Eight amputees were randomized, and only five completed the trial. The other reports/studies
revealed by the search were small comparative non-randomized studies or case series with less than 10
participants each. None of the articles were selected for critical appraisal.

The use of microprocessor-controlled lower limb prostheses in the treatment of lower limb amputation does not
meet the Kaiser Permanente Medical Technology Assessment Criteria.

10/18/2010: MTAC REVIEW

Lower Limb Prostheses

Evidence Conclusion: Energy expenditure - Two studies investigated the use of microprocessor-controlled
prosthetics and non-microprocessor-controlled prosthetics with respect to energy expenditure. Both studies used
a non-randomized, non-blinded cross-over design. The first study found no significant difference in energy
efficiency; however, there was an increase in physical activity related energy expenditure when subjects used the
microprocessor-controlled prosthetic (Kaufman 2008). The second study compared energy expenditure at self-
selected typical and fast walking paces on a motorized treadmill. There was no significant difference in heart rate
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at either pace; however, when subjects used the microprocessor-controlled prosthetic there was a small, but
statistically significant decrease in energy expenditure (Seymour 2007). Walking speed and dynamics -

Seymour and colleagues also found that on a standardized walking obstacle course when subjects wore the
microprocessor-controlled prosthetic they were significantly faster, took less steps, and had less step-offs than
when they used the non-microprocessor-controlled prosthetic (Seymour 2007). Another study found that when
subjects wore the microprocessor-controlled prosthetic walking speeds on a variety of surfaces improved and
self-reported falls and stumbles decreased (Kahle 2008). Significant improvements in stair decent, hill decent
time, hill affected side step length, and falls/stumbles were also found when subjects used a microprocessor-
controlled prosthetic compared to when they used a mechanical prosthetic (Hafner 2007). Additionally, after
receiving the microprocessor-controlled limb, subjects demonstrated significant improvements in gait and balance
(Kaufman 2007). Preference - In a survey of 368 amputees, the majority of participants reported improvements
with the microprocessor-controlled prosthetic compared to the non-microprocessor-controlled prosthetic with
regard to comfort, security, maneuverability, cosmetic attributes, adverse events, and safety (Berry 2009). The
prosthesis evaluation questionnaire (PEQ) measures subjective prosthesis function and prosthesis-related quality
of life. Three studies found improvement in PEQ scores when subjects used the microprocessor-controlled
prosthetic (Hafner 2007, Kahle 2008, Kaufman 2008).

Conclusion: As the maijority of the published studies to date are small and non-randomized it is hard to draw firm
conclusions regarding the superiority of microprocessor-controlled prosthetics compared to non-microprocessor-
controlled prosthetics; however, results from the above studies suggest that the microprocessor-controlled
prosthetics decreased energy expenditure, improved walking speed and dynamics, and improved PEQ scores.
Articles: The literature search revealed several studies that compared non-microprocessor-controlled prosthetics
and microprocessor-controlled prosthetics. The majority of the studies were small comparative non-randomized
studies or case series with less than 20 participants. Studies with more than 10 participants were reviewed. One
randomized trial was identified; however, it was not selected for review as it included only 8 participants.

The following studies were critically appraised: Berry D, Olson MD, and Larntz K. Perceived stability, function, and
satisfaction among transfemoral amputees using microprocessor and non-microprocessor-controlled knees: a
multicenter survey. J Prosthet Orthot 2009; 21:32-42. See Evidence Table. Hafner BJ, Willingham LL, Buell NC,
et al. Evaluation of function, performance, and preference as transfemoral amputees’ transition from mechanical
to microprocessor control of the prosthetic knee. Arch Phys Med Rehabil 2007; 88:207-217. See Evidence Table.
Kahle JT, Highsmith MJ, and Hubbard SL. Comparison of non-microprocessor knee mechanism versus C-Leg®
on prosthesis evaluation questionnaire, stumbles, falls, walking tests, stair descent, and knee performance. J
Rehabil Res Dev 2008; 45:1-14. See Evidence Table. Kaufman KR, Levine JA, Brey RH, et al. Gait and balance
of transfemoral amputees using passive mechanical and microprocessor-controlled prosthetic knees. Gait
Posture 2007; 26:489-493. See Evidence Table. Kaufman KR, Levine JA, Brey RH, et al. Energy expenditure and
activity of transfemoral amputees using mechanical and microprocessor-controlled prosthetic knees. Arch Phys
Med Rehabil 2008; 89:1380-1385. See Evidence Table. Seymour R, Engbreston B, Kott K, et al. Comparison
between C-Leg® microprocessor-controlled prosthetic knee and non-microprocessor controlled prosthetic knees:
a preliminary study of energy expenditure, obstacle course performance, and quality of life survey. Prosthet
Orthot Int 2007; 31:51-61. See Evidence Table.

The use of microprocessor-controlled lower limb prostheses in the treatment of lower limb amputation does not
meet the Kaiser Permanente Medical Technology Assessment Criteria.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

HCPC Description
Codes

L5010 Partial foot, molded socket, ankle height, with toe filler

L5020 Partial foot, molded socket, tibial tubercle height, with toe filler

L5050 Ankle, Symes, molded socket, SACH foot

L5060 Ankle, Symes, metal frame, molded leather socket, articulated ankle/foot

L5100 Below knee (BK), molded socket, shin, SACH foot

L5105 Below knee (BK), plastic socket, joints and thigh lacer, SACH foot

L5150 Knee disarticulation (or through knee), molded socket, external knee joints, shin, SACH foot

L5160 Knee disarticulation (or through knee), molded socket, bent knee configuration, external knee
joints, shin, SACH foot

L5200 Above knee (AK), molded socket, single axis constant friction knee, shin, SACH foot

L5210 Above knee (AK), short prosthesis, no knee joint (stubbies), with foot blocks, no ankle joints, each
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L5220 Above knee (AK), short prosthesis, no knee joint (stubbies), with articulated ankle/foot, dynamically
aligned, each

L5230 Above knee (AK), for proximal femoral focal deficiency, constant friction knee, shin, SACH foot

L5250 Hip disarticulation, Canadian type; molded socket, hip joint, single axis constant friction knee, shin,
SACH foot

L5270 Hip disarticulation, tilt table type; molded socket, locking hip joint, single axis constant friction knee,
shin, SACH foot

L5280 Hemipelvectomy, Canadian type; molded socket, hip joint, single axis constant friction knee, shin,
SACH foot

L5301 Below knee (BK), molded socket, shin, SACH foot, endoskeletal system

L5312 Knee disarticulation (or through knee), molded socket, single axis knee, pylon, SACH foot,
endoskeletal system

L5321 Above knee (AK), molded socket, open end, SACH foot, endoskeletal system, single axis knee

L5331 Hip disarticulation, Canadian type, molded socket, endoskeletal system, hip joint, single axis knee,
SACH foot

L5341 Hemipelvectomy, Canadian type, molded socket, endoskeletal system, hip joint, single axis knee,
SACH foot

L5400 Immediate postsurgical or early fitting, application of initial rigid dressing, including fitting,
alignment, suspension, and one cast change, below knee (BK)

L5410 Immediate postsurgical or early fitting, application of initial rigid dressing, including fitting, alignment
and suspension, below knee (BK), each additional cast change and realignment

L5420 Immediate postsurgical or early fitting, application of initial rigid dressing, including fitting, alignment
and suspension and one cast change above knee (AK) or knee disarticulation

L5430 Immediate postsurgical or early fitting, application of initial rigid dressing, including fitting, alignment
and suspension, above knee (AK) or knee disarticulation, each additional cast change and
realignment

L5500 Initial, below knee (BK) PTB type socket, nonalignable system, pylon, no cover, SACH foot, plaster
socket, direct formed

L5505 Initial, above knee (AK), knee disarticulation, ischial level socket, nonalignable system, pylon, no

cover, SACH foot, plaster socket, direct formed

L5510 Preparatory, below knee (BK) PTB type socket, nonalignable system, pylon, no cover, SACH foot,
plaster socket, molded to model

L5520 Preparatory, below knee (BK) PTB type socket, nonalignable system, pylon, no cover, SACH foot,
thermoplastic or equal, direct formed

L5530 Preparatory, below knee (BK) PTB type socket, nonalignable system, pylon, no cover, SACH foot,
thermoplastic or equal, molded to model

L5535 Preparatory, below knee (BK) PTB type socket, nonalignable system, no cover, SACH foot,
prefabricated, adjustable open end socket

L5540 Preparatory, below knee (BK) PTB type socket, nonalignable system, pylon, no cover, SACH foot,
laminated socket, molded to model

L5560 Preparatory, above knee (AK), knee disarticulation, ischial level socket, nonalignable system,
pylon, no cover, SACH foot, plaster socket, molded to model

L5570 Preparatory, above knee (AK), knee disarticulation, ischial level socket, nonalignable system,
pylon, no cover, SACH foot, thermoplastic or equal, direct formed

L5580 Preparatory, above knee (AK), knee disarticulation, ischial level socket, nonalignable system,
pylon, no cover, SACH foot, thermoplastic or equal, molded to model

L5585 Preparatory, above knee (AK), knee disarticulation, ischial level socket, nonalignable system,
pylon, no cover, SACH foot, prefabricated adjustable open end socket

L5590 Preparatory, above knee (AK), knee disarticulation, ischial level socket, nonalignable system,
pylon, no cover, SACH foot, laminated socket, molded to model

L5595 Preparatory, hip disarticulation/hemipelvectomy, pylon, no cover, SACH foot, thermoplastic or
equal, molded to patient model

L5600 Preparatory, hip disarticulation/hemipelvectomy, pylon, no cover, SACH foot, laminated socket,
molded to patient model

L5610 Addition to lower extremity, endoskeletal system, above knee (AK), hydracadence system

L5611 Addition to lower extremity, endoskeletal system, above knee (AK), knee disarticulation, four-bar
linkage, with friction swing phase control

L5613 Addition to lower extremity, endoskeletal system, above knee (AK), knee disarticulation, four-bar
linkage, with hydraulic swing phase control
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L5614 Addition to lower extremity, exoskeletal system, above knee (AK), knee disarticulation, four-bar
linkage, with pneumatic swing phase control

L5616 Addition to lower extremity, endoskeletal system, above knee (AK), universal multiplex system,
friction swing phase control

L5617 Addition to lower extremity, quick change self-aligning unit, above knee (AK) or below knee (BK),
each

L5618 Addition to lower extremity, test socket, Symes

L5620 Addition to lower extremity, test socket, below knee (BK)

L5622 Addition to lower extremity, test socket, knee disarticulation

L5624 Addition to lower extremity, test socket, above knee (AK)

L5626 Addition to lower extremity, test socket, hip disarticulation

L5628 Addition to lower extremity, test socket, hemipelvectomy

L5629 Addition to lower extremity, below knee, acrylic socket

L5630 Addition to lower extremity, Symes type, expandable wall socket

L5631 Addition to lower extremity, above knee (AK) or knee disarticulation, acrylic socket

L5632 Addition to lower extremity, Symes type, PTB brim design socket

L5634 Addition to lower extremity, Symes type, posterior opening (Canadian) socket

L5636 Addition to lower extremity, Symes type, medial opening socket

L5637 Addition to lower extremity, below knee (BK), total contact

L5638 Addition to lower extremity, below knee (BK), leather socket

L5639 Addition to lower extremity, below knee (BK), wood socket

L5640 Addition to lower extremity, knee disarticulation, leather socket

L5642 Addition to lower extremity, above knee (AK), leather socket

L5643 Addition to lower extremity, hip disarticulation, flexible inner socket, external frame

L5644 Addition to lower extremity, above knee (AK), wood socket

L5645 Addition to lower extremity, below knee (BK), flexible inner socket, external frame

L5646 Addition to lower extremity, below knee (BK), air, fluid, gel or equal, cushion socket

L5647 Addition to lower extremity, below knee (BK), suction socket

L5648 Addition to lower extremity, above knee (AK), air, fluid, gel or equal, cushion socket

L5649 Addition to lower extremity, ischial containment/narrow M-L socket

L5650 Additions to lower extremity, total contact, above knee (AK) or knee disarticulation socket

L5651 Addition to lower extremity, above knee (AK), flexible inner socket, external frame

L5652 Addition to lower extremity, suction suspension, above knee (AK) or knee disarticulation socket

L5653 Addition to lower extremity, knee disarticulation, expandable wall socket

L5654 Addition to lower extremity, socket insert, Symes, (Kemblo, Pelite, Aliplast, Plastazote or equal)

L5655 Addition to lower extremity, socket insert, below knee (BK) (Kemblo, Pelite, Aliplast, Plastazote or
equal)

L5656 Addition to lower extremity, socket insert, knee disarticulation (Kemblo, Pelite, Aliplast, Plastazote
or equal)

L5658 Addition to lower extremity, socket insert, above knee (AK) (Kemblo, Pelite, Aliplast, Plastazote or
equal)

L5661 Addition to lower extremity, socket insert, multidurometer Symes

L5665 Addition to lower extremity, socket insert, multidurometer, below knee (BK)

L5666 Addition to lower extremity, below knee (BK), cuff suspension

L5668 Addition to lower extremity, below knee (BK), molded distal cushion

L5670 Addition to lower extremity, below knee (BK), molded supracondylar suspension (PTS or similar)

L5671 Addition to lower extremity, below knee (BK)/above knee (AK) suspension locking mechanism
(shuttle, lanyard, or equal), excludes socket insert

L5672 Addition to lower extremity, below knee (BK), removable medial brim suspension

L5673 Addition to lower extremity, below knee (BK)/above knee (AK), custom fabricated from existing
mold or prefabricated, socket insert, silicone gel, elastomeric or equal, for use with locking
mechanism

L5676 Additions to lower extremity, below knee (BK), knee joints, single axis, pair

L5677 Additions to lower extremity, below knee (BK), knee joints, polycentric, pair

L5678 Additions to lower extremity, below knee (BK), joint covers, pair

L5679 Addition to lower extremity, below knee (BK)/above knee (AK), custom fabricated from existing
mold or prefabricated, socket insert, silicone gel, elastomeric or equal, not for use with locking
mechanism

© 2004 Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top
Date Sent: 4/29/24 848

These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.



Criteria | Codes | Revision History

L5680 Addition to lower extremity, below knee (BK), thigh lacer, nonmolded

L5681 Addition to lower extremity, below knee (BK)/above knee (AK), custom fabricated socket insert for
congenital or atypical traumatic amputee, silicone gel, elastomeric or equal, for use with or without
locking mechanism, initial only (for other than initial, use code L5673 or L5679)

L5682 Addition to lower extremity, below knee (BK), thigh lacer, gluteal/ischial, molded

L5683 Addition to lower extremity, below knee (BK)/above knee (AK), custom fabricated socket insert for
other than congenital or atypical traumatic amputee, silicone gel, elastomeric or equal, for use with
or without locking mechanism, initial only (for other than initial, use code L5673 or L5679)

L5684 Addition to lower extremity, below knee, fork strap

L5686 Addition to lower extremity, below knee (BK), back check (extension control)

L5688 Addition to lower extremity, below knee (BK), waist belt, webbing

L5690 Addition to lower extremity, below knee (BK), waist belt, padded and lined

L5692 Addition to lower extremity, above knee (AK), pelvic control belt, light

L5694 Addition to lower extremity, above knee (AK), pelvic control belt, padded and lined

L5695 Addition to lower extremity, above knee (AK), pelvic control, sleeve suspension, neoprene or equal,
each

L5696 Addition to lower extremity, above knee (AK) or knee disarticulation, pelvic joint

L5697 Addition to lower extremity, above knee (AK) or knee disarticulation, pelvic band

L5698 Addition to lower extremity, above knee (AK) or knee disarticulation, Silesian bandage

L5699 All lower extremity prostheses, shoulder harness

L5700 Replacement, socket, below knee (BK), molded to patient model

L5701 Replacement, socket, above knee (AK)/knee disarticulation, including attachment plate, molded to
patient model

L5702 Replacement, socket, hip disarticulation, including hip joint, molded to patient model

L5703 Ankle, Symes, molded to patient model, socket without solid ankle cushion heel (SACH) foot,
replacement only

L5704 Custom shaped protective cover, below knee (BK)

L5705 Custom shaped protective cover, above knee (AK)

L5706 Custom shaped protective cover, knee disarticulation

L5707 Custom shaped protective cover, hip disarticulation

L5710 Addition, exoskeletal knee-shin system, single axis, manual lock

L5711 Additions exoskeletal knee-shin system, single axis, manual lock, ultra-light material

L5712 Addition, exoskeletal knee-shin system, single axis, friction swing and stance phase control (safety
knee)

L5714 Addition, exoskeletal knee-shin system, single axis, variable friction swing phase control

L5716 Addition, exoskeletal knee-shin system, polycentric, mechanical stance phase lock

L5718 Addition, exoskeletal knee-shin system, polycentric, friction swing and stance phase control

L5722 Addition, exoskeletal knee-shin system, single axis, pneumatic swing, friction stance phase control

L5724 Addition, exoskeletal knee-shin system, single axis, fluid swing phase control

L5726 Addition, exoskeletal knee-shin system, single axis, external joints, fluid swing phase control

L5728 Addition, exoskeletal knee-shin system, single axis, fluid swing and stance phase control

L5780 Addition, exoskeletal knee-shin system, single axis, pneumatic/hydra pneumatic swing phase
control

L5781 Addition to lower limb prosthesis, vacuum pump, residual limb volume management and moisture
evacuation system

L5782 Addition to lower limb prosthesis, vacuum pump, residual limb volume management and moisture
evacuation system, heavy-duty

L5785 Addition, exoskeletal system, below knee (BK), ultra-light material (titanium, carbon fiber or equal)

L5790 Addition, exoskeletal system, above knee (AK), ultra-light material (titanium, carbon fiber or equal)

L5795 Addition, exoskeletal system, hip disarticulation, ultra-light material (titanium, carbon fiber or equal)

L5810 Addition, endoskeletal knee-shin system, single axis, manual lock

L5811 Addition, endoskeletal knee-shin system, single axis, manual lock, ultra-light material

L5812 Addition, endoskeletal knee-shin system, single axis, friction swing and stance phase control
(safety knee)

L5814 Addition, endoskeletal knee-shin system, polycentric, hydraulic swing phase control, mechanical
stance phase lock

L5816 Addition, endoskeletal knee-shin system, polycentric, mechanical stance phase lock
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L5818 Addition, endoskeletal knee-shin system, polycentric, friction swing and stance phase control

L5822 Addition, endoskeletal knee-shin system, single axis, pneumatic swing, friction stance phase
control

L5824 Addition, endoskeletal knee-shin system, single axis, fluid swing phase control

L5826 Addition, endoskeletal knee-shin system, single axis, hydraulic swing phase control, with miniature
high activity frame

L5828 Addition, endoskeletal knee-shin system, single axis, fluid swing and stance phase control

L5830 Addition, endoskeletal knee-shin system, single axis, pneumatic/swing phase control

L5840 Addition, endoskeletal knee-shin system, four-bar linkage or multiaxial, pneumatic swing phase
control

L5845 Addition, endoskeletal knee-shin system, stance flexion feature, adjustable

L5848 Addition to endoskeletal knee-shin system, fluid stance extension, dampening feature, with or
without adjustability

L5850 Addition, endoskeletal system, above knee (AK) or hip disarticulation, knee extension assist

L5855 Addition, endoskeletal system, hip disarticulation, mechanical hip extension assist

L5856 Addition to lower extremity prosthesis, endoskeletal knee-shin system, microprocessor control
feature, swing and stance phase, includes electronic sensor(s), any type

L5857 Addition to lower extremity prosthesis, endoskeletal knee-shin system, microprocessor control
feature, swing phase only, includes electronic sensor(s), any type

L5858 Addition to lower extremity prosthesis, endoskeletal knee-shin system, microprocessor control
feature, stance phase only, includes electronic sensor(s), any type

L5859 Addition to lower extremity prosthesis, endoskeletal knee-shin system, powered and programmable

flexion/extension assist control, includes any type motor(s)

L5910 Addition, endoskeletal system, below knee (BK), alignable system

L5920 Addition, endoskeletal system, above knee (AK) or hip disarticulation, alignable system

L5925 Addition, endoskeletal system, above knee (AK), knee disarticulation or hip disarticulation, manual
lock

L5930 Addition, endoskeletal system, high activity knee control frame

L5940 Addition, endoskeletal system, below knee (BK), ultra-light material (titanium, carbon fiber or equal)

L5950 Addition, endoskeletal system, above knee (AK), ultra-light material (titanium, carbon fiber or equal)

L5960 Addition, endoskeletal system, hip disarticulation, ultra-light material (titanium, carbon fiber or
equal)

L5961 Addition, endoskeletal system, polycentric hip joint, pneumatic or hydraulic control, rotation control,
with or without flexion and/or extension control

L5962 Addition, endoskeletal system, below knee (BK), flexible protective outer surface covering system

L5964 Addition, endoskeletal system, above knee (AK), flexible protective outer surface covering system

L5966 Addition, endoskeletal system, hip disarticulation, flexible protective outer surface covering system

L5968 Addition to lower limb prosthesis, multiaxial ankle with swing phase active dorsiflexion feature

L5969 Addition, endoskeletal ankle-foot or ankle system, power assist, includes any type motor(s)

L5970 All lower extremity prostheses, foot, external keel, SACH foot

L5971 All lower extremity prostheses, solid ankle cushion heel (SACH) foot, replacement only

L5972 All lower extremity prostheses, foot, flexible keel

L5973 Endoskeletal ankle foot system, microprocessor controlled feature, dorsiflexion and/or plantar
flexion control, includes power source

L5974 All lower extremity prostheses, foot, single axis ankle/foot

L5975 All lower extremity prostheses, combination single axis ankle and flexible keel foot

L5976 All lower extremity prostheses, energy storing foot (Seattle Carbon Copy Il or equal)

L5978 All lower extremity prostheses, foot, multiaxial ankle/foot

L5979 All lower extremity prostheses, multiaxial ankle, dynamic response foot, one-piece system

L5980 All lower extremity prostheses, flex-foot system

L5981 All lower extremity prostheses, flex-walk system or equal

L5982 All exoskeletal lower extremity prostheses, axial rotation unit

L5984 All endoskeletal lower extremity prostheses, axial rotation unit, with or without adjustability

L5985 All endoskeletal lower extremity prostheses, dynamic prosthetic pylon

L5986 All endoskeletal lower extremity prostheses, dynamic prosthetic pylon

L5987 All lower extremity prostheses, shank foot system with vertical loading pylon

L5988 Addition to lower limb prosthesis, vertical shock reducing pylon feature

L5990 Addition to lower extremity prosthesis, user adjustable heel height
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| L5999 | Lower extremity prosthesis, not otherwise specified

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code
Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

2004 10/05/2010 MPCRPC,12/07/2010 MPCRPC ' 10/04/2011MPCRPC 08/07/2012 MPCRPC, 04/02/2024
02/05/2013 MPCRPC.12/03/2013 MPC, 10/07/2014MPC, 01/06/2015MPC, 11/03/2015 MPC,
09/06/2016MPC, 07/11/2017MPC, 05/01/2018MPC, 05/07/2019MPC, 05/05/2020MPC,
05/04/2021MPC, 05/03/2022MPC, 05/02/2023MPC, 01/09/2024MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

05/04/2021 | Updated applicable coding.

12/21/2023 | Added NCD Prosthetic Shoe 280.1

04/02/2024 | MPC approved to adopt Medicare coverage guidelines L33787 for commercial members, requires
60-day notice. Effective September 15t, 2024.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Low Vision Aides and Devices

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None

National Coverage Determinations (NCD) None

Local Coverage Determinations (LCD) Refractive Lenses (L33793)

Local Coverage Atrticle Refractive Lenses — Policy Article (A52499)

*Low vision aids (V2600, V2610, V2615) will be denied as
noncovered because coverage under the Medicare prosthetic
benefit is limited to persons with congenital absence or surgical
removal of the lens of the eye.

For Non-Medicare Members
A. To qualify for low vision aides or devices a member must have best corrected vision of 20/70 or worse in the
better eye with glasses or contacts on.
1. The following codes are identified and coverable per contract for low vison aides and devices:
0 V2600 — Handheld low vision aids and other non-specific mounted aids.
0 V2610 — Single Lens Spectacles mounted low vision aids
0 V2615 — Telescope and other compound lens system, including distance vision telescopic, near
vision telescopic and compound microscopic lens system.
0 92354 - Fitting of spectacle mounted low vision aid: single element system
0 92355 - Fitting of spectacle mounted low vision aid: Telescopic or compound lens system

If requesting one or more of these items, please send the following documentation to support medical
necessity:
¢ Clinical notes from requesting provider &/or specialist indicating corrected visual acuity

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

A wide variety of rehabilitation options are available to help people with low vision live and/or work more
effectively, efficiently, and safely. Most people can be helped with one or more low vision treatment options. The
more commonly prescribed devices are: Handheld low vision aids and other non-spectacle mounted aids, Single
lens spectacle mounted low vision aids, Telescopic and other compound lens system, including distance vision
telescopic, near vision telescopes and compound microscopic lens system.

Applicable Codes
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Medicare — Considered not medically necessary
Non-Medicare - Considered Medically Necessary when criteria in the applicable policy statements listed
above are met:

CPT® or Description

HCPC

Codes

V2600 Handheld low vision aids and other nonspectacle mounted aids

V2610 Single lens spectacle mounted low vision aids

V2615 Telescopic and other compound lens system, including distance vision telescopic, near vision

telescopes and compound microscopic lens system

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® or Description

HCPC

Codes

92354 Fitting of spectacle mounted low vision aid; single element system

92355 Fitting of spectacle mounted low vision aid; telescopic or other compound lens system

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

12/03/2013 | 12/03/2013MPC 09/16/2014MFC, 08/04/2015MFC, 06/07/2016MPC, 04/04/2017MPC, 09/10/2018
02/06/2018MPC (01/08/2019MPC, 01/07/2020MPC, 01/05/2021MPC, 01/04/2022MPC,
01/10/2023MPC, 01/09/2024MPC

MPC Medical Policy Committee

08/04/2015 Editorial changes were made to criteria
09/10/2018 Added coverage article A52499
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Laparoscopic Uterine Nerve Ablation (LUNA) for Dysmenorrhea

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article None
Kaiser Permanente Medical Policy Due to the absence of an active NCD, LCD, or other coverage

guidance, Kaiser Permanente has chosen to use their own
Clinical Review Criteria, “Laparoscopic Uterine Nerve
Ablation (LUNA) for Dysmenorrhea,” for medical necessity
determinations. Refer to the Non-Medicare criteria below.

For Non-Medicare Members

Kaiser Permanente has elected to use the Laparoscopic Uterosacral Nerve Ablation (LUNA) (A-0284) MCG* for
medical necessity determinations. This procedure is not covered per MCG guidelines. For access to the MCG
Clinical Guidelines criteria, please see the MCG Guideline Index through the provider portal under Quick Access.

*MCG are proprietary and cannot be published and/or distributed. However, on an individual member basis, Kaiser Permanente can
share a copy of the specific criteria document used to make a utilization management decision. If one of your patients is being reviewed
using these criteria, you may request a copy of the criteria by calling the Kaiser Permanente Clinical Review staff at 1-800-289-1363 or
access the MCG Guideline Index using the link provided above.

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided
for historical purposes and does not necessarily reflect the most current published literature. When significant new articles
are published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used
as coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Dysmenorrhea refers to painful cramping in the lower abdomen that occurs during or just before the menses. The
cramping sensation is often accompanied by other symptoms, including sweating, headaches, nausea and
vomiting. Dysmenorrhea is sometimes divided into two sub-categories. Primary dysmenorrhea is menstrual pain
without any identifiable organic pathology and generally first occurs in women younger than 20. Secondary
dysmenorrhea is menstrual pain associated with an identifiable pathological condition, such as endometriosis,
cervical stenosis or pelvic adhesions, and is most often seen in women over 20 (Stenchever, 2001).

Non-steroidal anti-inflammatory drugs (NSAIDS) are the standard therapy for primary dysmenorrhea. These act
by suppressing prostaglandin levels. Although the pathogenesis of primary dysmenorrhea is still not known, there
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is a close association between dysmenorrhea symptoms and an elevated level of prostaglandin F2a. Oral
contraceptive pills (OCPs) are also a commonly prescribed medication treatment for primary dysmenorrhea.
OCPs may relieve dysmenorrhea because of a modulating effect on the hypothalamus or a direct reduction in the
amount of endometrium present (Stenchever, 2001). Treatment of secondary dysmenorrhea generally involves
treating the underlying condition.

Pelvic nerve surgery can be used to treat primary dysmenorrhea that fails to respond to medical therapy and can
be used in conjunction with other surgical procedures for secondary dysmenorrhea, such as operative
laparoscopy for endometriosis. Laparoscopic uterine nerve ablation (LUNA) involves the use of laser or
cauterization to destroy nerves in the uterosacral ligaments, at the point where they insert into the cervix. Doyle
first reported that vaginal transection of the uterosacral nerves could be effective for dysmenorrhea in 1955.
LUNA is generally associated with few side effects. Potential rare complications include uterine prolapse and
bladder dysfunction. There is also a second type of pelvic nerve surgery, laparoscopic presacral neurectomy
(LPN). This involves the total removal of the presacral nerves that lie within the boundary of the interiliac triangle
and is generally believed to have more side effects than LUNA. More radical surgery, such as hysterectomy, is
the treatment of last resort for patients with persistent dysmenorrhea (Proctor et al., 2006; Johnson et al., 2004).

LUNA for dysmenorrhea has not been previously reviewed for MTAC.

Medical Technology Assessment Committee (MTAC)

Laparoscopic Uterine Nerve Ablation
04/03/2006: MTAC REVIEW
Evidence Conclusion: Evidence from the two largest and highest quality RCTs (Johnson et al., 2004; Vercellini
et al., 2003) suggests that laparoscopic uterine nerve ablation (LUNA) is not an effective treatment for secondary
dysmenorrhea (dysmenorrhea among women with symptoms of endometriosis). The Vercellini study was limited
by lack of an intention to treat analysis on pain outcomes. There is insufficient evidence to draw conclusions
about laparoscopic uterine nerve ablation (LUNA) as a treatment for primary dysmenorrhea. There is evidence
from only one well-done RCT comparing LUNA to a control group (Johnson et al., 2004). However, this study was
designed to evaluate LUNA for pelvic pain, not specifically dysmenorrhea. The study included some women who
did not present with dysmenorrhea and results were not stratified according to baseline dysmenorrhea status.
There were four main pain outcomes. In addition to dysmenorrhea, these were non-menstrual pelvic pain, deep
dyspareunia and dyschezia. In the intention to treat analysis, the Johnson study found one statistically significant
outcome at p<0.05. This was reduction in dysmenorrhea, favoring the LUNA group (p=0.045). If the investigators
had adjusted for multiple comparisons (i.e. the four primary pain outcomes), the difference in treatment success
between the LUNA and control groups would not have been statistically significant.
Articles: There was a Cochrane Collaboration systematic review on surgical interruption of pelvic nerve pathways
for dysmenorrhea. The Cochrane literature search identified two high-quality RCTs on LUNA for dysmenorrhea.
These two RCTs, which were also identified in the Medline search, were critically appraised. The remainder of the
RCTs identified by Cochrane were small and had methodological flaws. The Cochrane Collaboration investigators
searched the literature through June 2004. No RCTs on LUNA for dysmenorrhea were identified that were
published after the Cochrane search data. The RCTs reviewed were Johnson NP, Farquhar CM, Crossley S et
al. A double-blind randomized controlled trial of laparoscopic uterine nerve ablation for women with chronic pelvic
pain. BJOG 2004; 111: 950-959. See Evidence Table.

The use of laparoscopic uterine nerve ablation in the evaluation of dysmenorrheal does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

Applicable Codes

Considered Not Medically Necessary:

CPT® or Description
HCPCS

Codes

No specific codes

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.
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CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions, and materials are copyrighted by Centers for Medicare Services (CMS).

04/27/2006 04/03/2006MPC, 07/07/2015MPC 05/03/2016MPC, 02/07/2017MPC, 11/07/2017MPC,
10/02/2018MPC 10/01/2019MPC 10/06/2020MPC, 10/05/2021MPC | 10/04/2022MPC,
10/03/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee

MPC Medical Policy Committee

05/03/2016 | Adopted MCG guideline

05/03/2016
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Kaiser Foundation Health Plan
of Washington

PATIENT REFERRAL GUIDELINES
Lung Transplant /, i i

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria

For Medicare Members

Transplantation may be considered for patients with end-stage or life-threatening disease who have no prospect
for prolonged survival, or whose quality of life is severely impaired. The following are current, generally accepted,
guidelines for lung & heart/lung transplantation. These guidelines for referral for transplant evaluation are not
intended as an automatic inclusion or exclusion of a candidate for referral, rather should be applied together with
careful clinical judgment.

For Non-Medicare Members

Transplantation may be considered for patients with end-stage or life-threatening disease who have no prospect
for prolonged survival, or whose quality of life is severely impaired. The following are current, generally accepted,
guidelines for lung & heart/lung transplantation. These guidelines for referral for transplant evaluation are not
intended as an automatic inclusion or exclusion of a candidate for referral, rather should be applied together with
careful clinical judgment.

1. GENERAL PRINCIPLES

a. If clinical parameters of end-stage or life-threatening disease indicate the need for transplantation, early
referral should be made.

b. Patients with a history of malignancy with moderate to high risk of recurrence (as determined after
consultation with oncologist considering tumor type, response to therapy, and presence or absence of
metastatic disease) may be unsuitable candidates for transplantation. Patients with low risk of
recurrence may be considered.

c. Uncontrollable active infection is a contraindication to transplant.

d. Candidates with a history of substance abuse must be free from alcohol and other substance abuse for
six (6) months and have been evaluated by a substance abuse program. The risk of recidivism, which
has been documented to negatively impact transplant outcomes, must be addressed and considered to
be low. 458 Exceptions may be made on a case-by-case basis.

e. Candidates for thoracic organ (heart, lung and heart/lung) transplants must be free from tobacco use for
the previous six (6) months. Routine monitoring may be required. Specific programs for abdominal
organs (liver, intestines, and kidney) may require abstinence from tobacco products in order to be
actively listed.

f. Candidates must have adequate social support systems and display a proven record of adherence to
medical treatment.

i. Patients must have a care giver or care givers who are physically and cognitively able to assist the
patient with self- care activities and are available to travel within short notice to the KP approved
transplant Center of Excellence.

ii. Evidence of non-adherence may be failure to keep appointments, failure to make steady progress in
completing pre- transplant evaluation requirements, failure to accurately follow medication regimens
or failure to accomplish the activities required for maintenance on the waiting list.
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g. Patients must be willing and able to travel within short notice to the KP approved transplant Center of
Excellence and, if necessary, return for treatment of complications.

h. The presence of significant irreversible neurologic dysfunction, active psychological and/or psychiatric
conditions, and/or other social behaviors that prevent adherence with a complex medical regimen, are
considered contraindications for referral for transplant.

i Evidence of such non-adherence may be failure to keep appointments, failure to make steady
progress in completing pre-transplant evaluation requirements, failure to accurately follow
medication regimens or failure to accomplish the activities required for maintenance on the waiting
list.

i. Whenever transplant is considered as an option and discussed with the patient and/or family, consultation
with Advanced Life Care Planning/Palliative Care resources is strongly recommended.

2. INDICATIONS FOR LUNG TRANSPLANT

a. Must meet all prerequisites listed in the General Principles section

b. Any disease state in which transplantation has become an accepted mode of treatment worldwide
including
i Chronic obstructive pulmonary disease (COPD), which may include asthma, chronic bronchitis,

emphysema and/or Alpha 1 antitrypsin deficiency

ii. Idiopathic pulmonary fibrosis
iii. Sarcoidosis
iv. Connective tissue disease-related pulmonary fibrosis
V. Eosinophilic granulomatosis

vi. Bronchiectasis

Vii. Cystic fibrosis (CF)

viii. Pulmonary hypertension (both primary and secondary)
iX. Lymphangiomyomatosis (LAM)
X. Interstitial lung disease not otherwise defined.

c. Patients should be referred for transplant evaluation by a pulmonologist or a cardiologist who has
accumulated data defining both the disease as potentially treatable by transplantation and progression is
occurring despite maximal medical therapy.

d. Early referral is strongly encouraged for progressive lung disease with a poor prognosis?

e. ldeally, the patient should be ambulatory with rehabilitation potential.

3. CONTRAINDICATIONS FOR LUNG TRANSPLANT
Must meet all prerequisites listed in the General Principles section
Invasive mechanical ventilator support®.
Unresolved infection (except in cystic fibrosis and bronchiectasis).
Uncontrolled chronic infection (i.e., HIV with detectable viral load)
Other systemic diseases including but not limited to:
i Diabetes with end organ effects; i.e., renal, cardiac or uncorrectable peripheral vascular disease.
Insulin use itself is not a contraindication.
ii. Uncontrolled hypertension.
iii. Significant neurologic disease impairing cognitive function.
iv. Malnutrition ©
v.  Obesity >140% ideal body weight or BMI >32 kg/m2 0. "(with an understanding that a BMI <30
may be necessary for transplantation).
1. May wish to consider initiating transplant workup if patient has pulmonary fibrosis and BMI >32
(but <34) if showing willingness to lose weight.

vi. Advanced hepatic dysfunction.

Vii. Advanced renal dysfunction (creatinine clearance < 50 ml/min. after maximum therapy). However,
patients with underlying cardiopulmonary causes of low creatinine clearance can be considered for
transplant on a case-by-case basis.

viii. Evidence of clinically significant obstructive coronary artery disease and/or LVEF <40%. 12

iX. Active or unresolved peptic ulcer disease.

X. Chronic opiate use: Patients should be seen by a pain management specialist for alternative forms
of therapy.

Xi. Uncorrectable bleeding diathesis or clotting disorder

RELATIVE CONTRAINDICATIONS

a. Patients with previous thoracotomy and/or sclerosing procedures should be considered on a case by

P20 T®

case basis.
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Systemic corticosteroid therapy >10 mgs prednisone daily.

Esophageal dysmotility and reflux. Surgical repair may be necessary.'3

Age >70 for lung transplant referral.

Symptomatic osteoporosis.

Major mechanical chest deformity (such as kyphoscoliosis).

Short stature patients (in USA 4'11” for females and 5'4” for males) are significantly disadvantaged and
early consideration of multiple listing is encouraged.

@~ooo00C

PATIENT PROFILE FOR COMMON DIAGNOSES LUNG TRANSPLANT REFERRAL GUIDELINES

Any or all of the listed guidelines for each disease entity should raise consideration for lung transplantation evaluation. Clinical
correlation is always of primary importance.
1. GROUP A - Obstructive Lung Disease > (See Table 1 Below)
1. FEV1<25%
2. DLCO < 40%
3. Hypoxemia; PO2 < 55
4. Hypercapnia; PCO2> 5116
5. BodeIndex > 5
2. GROUP B — Pulmonary Arterial Hypertension (See Table 1 Below)'” 1819
a. Patients with clinically significant PAH should be evaluated by physicians experienced in treating
pulmonary hypertension and have received maximum available pharmacological treatment.
b. Possible indications for referral include:
i. Pericardial Effusion?°
ii. World Health Organization (WHO) (New York Heart Association) class 3 or 4
iii. Lack of improvement in WHO Class 3 or 4 and/or lack of improvement in 6-minute walk test of <
350 meters, despite maximum pharmacological therapy.
c. Definite indications, after maximum pharmacologic treatment for referral include: 2’
i. MeanRA > 15 mmHg
ii. Cardiac Index < 2L per minute. Untreated, the mean survival for patients with these criteria is 10-
11 months.
GROUP C - Cystic Fibrosis %*(See table 1 Below)
a. FEV1 <40%
b. PO2 <55
c. Clinical deterioration, especially in young female patients, as characterized by increasing number of
hospitalizations, including recurrent pneumothoraxes, rapid fall of FEV1, recurrent major hemoptysis
uncontrolled by embolization and/or increasing cachexia should prompt consideration for transplant
referral.
d. PCO2 > 51
e. Patients with Burkholderia cepacia have a relative contraindication.
GROUP D — Restrictive Lung Disease) 22, 23(See Table 1 Below)
a. Force Vital Capacity < 80%%
b. Decline in Forced Vital Capacity of 210% and/or decline in DLCO > 15% during 6 months of follow-
up?
c. Diffusing Capacity (corrected for alveolar volume) < 60%
d. Evidence of interstitial lung disease on HRCT in conjunction with one or more of the above.

Referral to lung transplant program should be considered when a definitive diagnosis of usual
interstitial pneumonitis (UIP) or idiopathic pulmonary fibrosis (IPF) is made and may be considered
for the diagnosis of fibrotic nonspecific interstitial pneumonitis (NSIP).

OTHER CONDITIONS

Other conditions for which transplant may be appropriate include the Lung diseases described-in Table 1

24
below.
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Table 1: Lung allocation score (LAS) primary diagnostic groupings for lung transplant candidates

LAS lung disease diagnosis grouping

Group A e Chronic obstructive pulmonary disease (COPD), with or without alpha-1-antr
fobstructive lung disease) deficiency, due to chronic bronchitis and or emphysema
o Lymphangioleiomyomatosis (LAM)
o Bronchiectasis, including primary ciliary dyskinesia
o Sarcoidosis with a mean pulmonary artery (PA) pressure <30 mmHg
Group B « Idiopathic pulmonary arterial hypertension (iPAH, formerly known as primary
(puimonary vascular disease) hypertension [PPH])
e Eisenmenger’s syndrome
o Other pulmonary vascular diseases

Group C o Cystic fibrosis (CF)
feystic fibrosis or immunodeficiency e Immunodeficiency disorders such as hypogammaglobulinemia
disorders)
Group D o Idiopathic pulmonary fibrosis (IPF)
frestrictive lung disease) o Pulmonary fibrosis due to other causes

o Sarcoidosis with mean PA pressure =30 mmHg
o Obliterative bronchiolitis (nonretransplant)

Source: Revision to policy 3.7.6.1.

ADDENDUM

GUIDANCE FOR LUNG TRANSPLANT FOR IRREVERSIBLE PULMONARY FAILURE FROM
COVID-19
Background: Transplant has been successful for other conditions, including infections, that lead to irreversible pulmonary failure, so this
disease has some familiar aspects within the lung transplant community. Because of the specific conditions surrounding the effects of
SARS-C0V-2, and because much of the mechanism underlying the development of lung injury and recovery are still unclear, the following
elements are recommended for any consideration for referral of and authorizations for potential candidates for lung transplant. The
below represent elements, IN ADDITION TO THE USUAL CRITERIA PROVIDED IN THE CMS LUNG PATIENT REFERRAL
GUIDELINES:

1.Age under 65 if ECMO has been used as bridge to transplant

2.Disease has progressed in spite of maximal non-invasive ventilatory support

3. No other significant organ dysfunction exists

4. Sufficient time for recovery must be allowed: once on invasive mechanical support or ECMO, referral
should not be considered fewer than 4-6 weeks after ventilator-dependent or ECMO-supported
pulmonary failure

5.Patients on prolonged 02 therapy other than mechanical support or ECMO should be given sufficient
time to determine irreversibility of the condition (usually three months) and should be ambulatory with
good opportunity for rehabilitation.

6. Evidence of irreversible lung disease (bullae, fibrosis) must be present

7. The ability to gain patient, not surrogate, approval for transplant is an essential ethical concept in
light of the relatively poor long-term outcomes from lung transplant

8. Ability to do adequate pulmonary rehabilitation while on support for respiratory failure

9.Have 2 negative SARS-COV-2 PCR tests at least 24 hours apart with one of the samples being a deep
respiratory specimen.

10. Transplants should be performed only at lung transplant programs experienced in the highest risk lung
transplants including familiarity with transplanting patients with ECMO bridging to transplant.
Furthermore, they should have:

a. Broad donor pool (represented by low time to transplant measures), and
b. Low wait-list mortality

Reference: Cypel M, Keshavjee S. Comment When to consider lung transplantation for COVID-19. Lancet Respir Med. 2020;8:944—-6. h
ttps://doi.org/10.1016/S2213-2600(20)30393-3 .
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ISHLT guidance Htps://ishit.org/ishit/media/documents/SARS-CoV-2 Guidance-for-Cardiothoracic-Transplant- ad-VAD-center.pdf

Footnotes
1. See Addendum 1, New system for lung allocation (enclosed)

2. Orens, JB, et al, 'International Guidelines for the Selection of Lung Transplant Candidates: 2006 Update - A Consensus Report from
the Pulmonary Scientific Council of the International Society for Heart and Lung Transplantation', Journal of Heart and Lung
Transplantation, 25(7), July 2006, 745-755.

3. Weill D, et al. A consensus document for the selection of lung transplant candidates: 2014 An update from the Pulmonary
Transplantation Council of the International Society for Heart and Lung Transplantation. J Heart Lung Transplant 2015; 34:1-15

4. Liver Transplantation 2006, .12:813-820. Alcohol consumption patterns and predictors of use following liver transplantation for

alcoholic liver disease.

Liver Transplant Surg,. 1997, Vol 3, 304 — 310.The natural history of alcoholism and its relationship to liver transplantation.

6. Alcohol abstinence prior to liver transplantation for Alcoholic Liver Disease (G110807), TPMG New Medical Technology

J Thorac Dis. 2019 Sep; 11(Suppl 14): S1708-S1720.

Under acceptable case-by-case circumstances, a patient who has been listed for a lung transplant and previously ambulatory, and

now requires mechanical ventilation, may still be a potential candidate for lung transplantation. Patients who have been listed for

lung transplant, and require invasive mechanical ventilation, can remain on the transplant list provided that there remains
rehabilitation potential. On a carefully selected case-by-case basis, patients who are on invasive mechanical support, and are

ambulatory with a potential for rehabilitation, can be listed for lung transplant. Chest 20017, 7119 (1) 224-227.

9.  Any disorder of nutrition causing a lack of necessary or proper food substances in the body or improper absorption and distribution
of them (Taber's Cyclopedic Medical Dictionary).

10. Journal of Heart and Lung Transplantation Vol. 18 (8), August 1999, pg 750-761

11.  The Journal of Heart and Lung Transplantation 2010; 29 (9), 1026 — 1033. Impact of Recipient Body Mass Index on Survival after Lung
Transplantation.

12. Potential candidate for Heart/Lung transplantation will be evaluated independently.

13.  Annals of Surgery, 2006. Vol.244 (4) 491-497.

14. Lung Transplantation in Advanced COPD: Is it Worth it? Semin Respir Crit Care Med. 2010 June; 31(3): 365-372; Selecting lung
transplant candidates: where do current guidelines fall short? Expert Rev Respir Med. 2012 February; 6(1): 51-61.

15. Amer Rev Respir Dis 140: S92 and S95 1989; Ann Int Med 99: 612: 1983; New England Journal of Medicine, 1999 340(14), 1081-91

16. Celli BR, Cote CG, Marin JM et al. The body-mass inde, airflow obstruction, dyspnea, and exercise capacity index in chronic
obstructive pulmonary disease. N Engl J Med 2004;350:1005-12.

17.  Applicable to idiopathic pulmonary arterial hypertension, familial pulmonary arterial hypertension, collagen vascular disease limited
to the lungs, pulmonary veno-occlusive disease, pulmonary capillary hemangiomatosis, and drug induced pulmonary
hypertension. CHEST, 2004, Volume 126 (Supplement 1).

18. AJRCCM 201. 184: 159-171 - Thorough review of lung transplantation; J Heart Lung Transplant. 2006. 25(7): 745-55. - Consensus
report from ISHLT Pulm Circ. 2011. April-June. 1(2): 182-191 - PH and lung transplant.

19. Transplantation. 2010 Aug 15. 90(3): 298-305. - Suggests that 6MWD </= 300 m and RAP >/= 14 mm Hg is better predictor of wait
list mortality than LAS scoring system.

20. McGoon MD and Miller DP. Eur Respir Rev. 2012; 21(123):8-18.

21. Ann Int Med 115: 343 1991

22. Weill D, et al. A consensus document for the selection of lung transplant candidates: 2014 An update from the Pulmonary
Transplantation Council of the International Society for Heart and Lung Transplantation. J Heart Lung Transplant 2015; 34:1-15

23. Nathan, SD., Lung Transplantation- Disease-Specific Considerations for Referral', CHEST 2005; 127: 1006-1016.

24. OPTN Policy 10: Allocation of Lungs, 10.1.F.i Lung Disease Diagnosis Groups, Effective Date 9/1/2016

® N w;

If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background
Lung transplant is a last resort treatment for end stage lung disease. The first human transplant was conducted in
1965. The first successful single lung transplant was done in 1983.
The diseases treated by lung transplants include:
e chronic obstructive pulmonary disease (COPD), including emphysema;
o idiopathic pulmonary fibrosis;
e cystic fibrosis;
¢ idiopathic (formerly known as "primary") pulmonary hypertension;
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e alpha 1-antitrypsin deficiency;
¢ replacing previously transplanted lungs that have since failed;
e other causes, including bronchiectasis and sarcoidosis.

Prior to 2005, donor lungs were allocated by the United Network for Organ Sharing on a first-come, first-serve
basis to patients on the transplant list. This was replaced by the current system, in which prospective lung
recipients of age of 12 and older are assigned a lung allocation score or LAS, which takes into account various
measures of the patient's health. The new system allocates donated lungs according to the immediacy of need
rather than how long a patient has been on the transplant list. Patients who are under the age of 12 are still given
priority based on how long they have been on the transplant waitlist. The length of time spent on the list is also
the deciding factor when multiple patients have the same lung allocation score.

Patients who are accepted as good potential transplant candidates must carry a pager with them at all times in
case a donor organ becomes available. These patients must also be prepared to move to their chosen transplant
center at a moment's notice and relocate to within close proximity of the center. Such patients may be
encouraged to limit their travel within a certain geographical region in order to facilitate rapid transport to a
transplant center.

Evidence and Source Documents
The scientific literature is periodically reviewed, and patient selection criteria are updated when new efficacy data
becomes available.

Kaiser Permanente Committee on Medically Emerging Technology:

Transplant, Lung, Double-7/12/91-Double lung transplantation is efficacious for appropriately selected patients.
Transplant, Lung, Single-7/12/91 Single lung transplantation is efficacious for appropriately selected patients.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® or Description

HCPC

Codes

32850 Donor pneumonectomy(s) (including cold preservation), from cadaver donor

32851 Lung transplant, single; without cardiopulmonary bypass

32852 Lung transplant, single; with cardiopulmonary bypass

32853 Lung transplant, double (bilateral sequential or en bloc); without cardiopulmonary bypass
32854 Lung transplant, double (bilateral sequential or en bloc); with cardiopulmonary bypass

Medicare — Considered not medically necessary
Non-Medicare — Considered medically necessary when criteria in the applicable policy statements listed above are
met

CPT® or Description
HCPC
Codes

0494T Surgical preparation and cannulation of marginal (extended) cadaver donor lung(s) to ex vivo
organ perfusion system, including decannulation, separation from the perfusion system, and cold
preservation of the allograft prior to implantation, when performed

0495T Initiation and monitoring marginal (extended) cadaver donor lung(s) organ perfusion system by
physician or qualified health care professional, including physiological and laboratory assessment
(eg, pulmonary artery flow, pulmonary artery pressure, left atrial pressure, pulmonary vascular
resistance, mean/peak and plateau airway pressure, dynamic compliance and perfusate gas
analysis), including bronchoscopy and X ray when performed; first two hours in sterile field

0496T Initiation and monitoring marginal (extended) cadaver donor lung(s) organ perfusion system by
physician or qualified health care professional, including physiological and laboratory assessment
(eg, pulmonary artery flow, pulmonary artery pressure, left atrial pressure, pulmonary vascular
resistance, mean/peak and plateau airway pressure, dynamic compliance and perfusate gas
analysis), including bronchoscopy and X ray when performed; each additional hour (List
separately in addition to code for primary procedure)
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| S2060 | Lobar lung transplantation *S codes not covered by Medicare

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

05/1996 04/06/2010MPCRPC (02/10/201 1MPCRPC " 12/06/2011MPCRPC 05/01/2012MPCRPC, 01/10/2022
03/05/2013MPCRPC " (01/07/2014MPCRPC 11/04/2014 MPC, 09/01/2015MPC,
07/05/2016MPC, 05/02/2017MPC, 03/06/2018MPC, 03/05/2019MPC, 03/03/2020MPC,
03/02/2021MPC , 03/01/2022MPC, 03/07/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

oy

03/05/2019 | MPC approved to adopt KP National Criteria for Lung Transplant

09/03/2019 | MPC approved to change General Principles 1.3 to Uncontrollable infection is a contraindication to
transplant as recommended by KP National Transplant Services.

03/03/2020 | MPC approved proposed changes from KP National Transplant Services

04/06/2021 | MPC approved proposed changes from KP National Transplant Services. Requires 60-day notice,
effective date September 1, 2021.

01/10/2022 | MPC approved proposed changes from KP National Transplant Services. 60-day notice is not

required.
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Kaiser Foundation Health Plan
of Washington
Clinical Review Criteria
Lymphedema Therapy/ Lymphedema Therapy Training

e Complete Decongestive Therapy
e Lymphatic Venous Anastomosis (LVA) for the Treatment of Lymphedema

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria

Complete Decongestive Therapy (CDT) is comprised of four components: Manual lymph drainage (MLD),
compression bandaging, exercises and skin care. The goals of CDT are to reduce lymphedema, increase mobility
and range of motion (ROM), decrease the risk of cellulitis, and ultimately providing for a better quality of life. The
goal of CDT training is to educate the patient and/or the caregiver to be successful in performing decongestive
techniques. In the process of learning lymphedema therapy techniques, the patient's lymphedema may improve
and stabilize. However, the goal of therapy and training is to transfer the knowledge and skills to the patient, or
their caregiver so ongoing decongestive techniques can be performed by the patient or their caregiver, not to
necessarily completely decongest the affected limb. Ongoing responsibility for completion and maintenance of
decongestion is with the patient and/or the caregiver.

For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article Lymphedema Decongestive Treatment (A52959)

For Non-Medicare Members

* CDT training is not routinely covered prophylactically, but patients at risk (such as having recent surgical
removal of lymph nodes) who are “Stage 0” can be approved for up to 2 visits for patient education on future
management

Complete Decongestive therapy is considered medically necessary if ALL of the following are met:
1. The treating or consulting practitioner (within the scope of their practice) documents a diagnosis of primary or
secondary lymphedema and specifically orders CDT training and

2. The patient or patient’s caregiver has the ability to understand and provide home-based exercise and
management, as the patient and/or caregiver will need to be able to manage the condition on their own after
discharge and

3. CDT training services must be performed by a licensed PT or OT that has received specific training for this
service and

4. The frequency and duration of services must be necessary and reasonable. CDT services are comprised of
up to 15 sessions over a 2-12-week period and
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5. A CDT course of training is generally expected to occur no more than once per lifetime. However, if medically
necessary, refresher training will be approved for 1-2 sessions to review CDT techniques and measure for
compression garments

Continued therapy may be indicated if ONE of the following are met:
1. 15 visits can extend beyond 12 weeks, if treatment is interrupted by chemotherapy or radiation therapy or
2. Severe lymphedema that is showing progress with decreasing limb girth, more appointments may be
approved if ALL of the following are met:
a. Documentation of the patient’s condition before, during and after therapy supports that progress was
measurably sustainable and
b. Documentation indicates clear objective evidence of improvement, generally within the first week or 10
days of therapy (changes in weight, extremity circumference, etc.) and
c. Member or their caregiver has not yet mastered and demonstrated understanding of complex
decongestive therapy techniques. For continued training to be approved, there must be documentation
of the amount of further training required and an assessment if the patient or caregiver will be able to
learn these techniques in a reasonable period of time.
d. The goal of lymphedema therapy is not to fully decongest the affected limb, rather it is to transfer the
skills and knowledge of lymphedema therapy techniques to the member or their caregiver.

Complete Decongestive Therapy is NOT covered when:

1. Therapy is limited to exercise or elevation of the affected area and is not CDT

2. Therapy does not include ongoing patient education

3. Therapy treatment is designed principally for temporary benefit

4. The patient or patient caregiver do not have the capacity to learn and perform CDT techniques within a
reasonable amount of time

Covered Diagnosis
1. Primary lymphedema
2. Secondary lymphedema caused by:
a. destruction of lymph nodes by radiation therapy or surgery for treatment of cancer.
b. destruction of lymph system by:
e trauma or
e recurrent episodes of cellulitis in the affected limb (two episodes of cellulitis requiring antibiotic or
¢ the result of severe chronic venous insufficiency

Lymphatic Venous Anastomosis (LVA) for the Treatment of Lymphedema:
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as
standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting these services, please send the following documentation to support medical necessity:
+ Last 6 months of clinical notes from requesting provider &/or specialist
+ Last 6 months of radiology if applicable

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Primary lymphedema refers to lymphedema that is caused by the imperfect or abnormal development/lymphatic
dysplasia of the lymph vascular system. Primary lymphedema may be due to such causes as Milroy’s Disease,
Meige’s Disease, Turner Syndrome Noonan Syndrome, Klippe-Trenaunay Syndrome, Parks Weber Syndrome,
Prader-Willi Syndrome, Emberger Syndrome and other genetic and non- genetic syndromes (also known as
hereditary and sporadic lymphedema). Secondary lymphedema is caused by known factors that damage the
lymphatic system. Causes of secondary lymphedema include Filariasis, surgery and/or radiation for cancer,
cancer, trauma, infection, and chronic venous insufficiency. Obesity is an independent risk factor for
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lymphedema. The most common cause of secondary lymphedema in developed countries is treatment for
cancer, especially breast cancer, due primarily to the removal and/or damage of lymph nodes, and damage to
lymph vessels. Complete decongestive therapy can be effective for both primary and secondary lymphedema.

Differential diagnosis must include medical conditions which cause swelling which are not considered
lymphedema and should be treated medically. These conditions include hepatic/renal disorders, congestive
heart failure, venous obstruction (DVT) and in some cases, immobility of the limb where the muscle pump is not
active, hypoproteinemia, malnutrition, malabsorption syndromes, sepsis, allergic reactions, lipedema, myxedema
(disorder of the thyroid), fluid retention syndrome, neurological conditions which can cause weakness or paralysis
resulting in immobility of the limbs and even as a side-effect of certain medications and self-inflicted swelling.

Lymphedema can co-occur with other conditions and may be amenable to CDT treatment, especially if the
condition is chronic and medical treatment has not completely resolved the edema. Chronic venous
insufficiency can lead to lymphedema because as the increased amount of fluid in the interstitium which is
filtered from the capillaries begins to overwhelm the lymphatic system and can cause damage to the lymphatics,
this usually occurs in Stage 2 of CVI. If the conditions are chronic and swelling continues, they may be amenable
to a course of CDT.

Evidence and Source Documents
Medicare B Issues Notice 177, Page 14, 15, 16

Lymphatic Venous Anastomosis (LVA) for the Treatment of Lymphedema
BACKGROUND

Lymphedema is the accumulation of fluid in the lymphatic system. Lymphedema is an imbalance between
interstitial fluid production and the transport capacity of the lymphatic system ("The diagnosis and treatment of
peripheral lymphedema: 2013 Consensus Document of the International Society of Lymphology," 2013). It is
caused by congenital anomalies of the lymphatic vessels or any factors that damage the lymphatic system.
Lymphedema is classified as primary or secondary depending on etiology. Primary lymphedema is due to a
congenital malformation of the lymphatic vessels. It manifests, more commonly, by edema of the lower limbs at
birth which can be present up to two years after birth. Secondary lymphedema is due to infection, injury/trauma,
inflammation, obesity, cancer and cancer treatment, and chronic venous insufficiency.

Patients may experience swelling, pain, discomfort, heaviness, limited range of motion, and skin lesions. The
diagnosis is made by history, physical exam, and measurements (Mehrara, B. et al., 2019).

The treatment of lymphedema can be difficult. However, the foundation of treatment is conservative and
multimodal. Multimodal treatment consists of general measures along with compression therapy and
physiotherapy. General measures include self-monitoring, limb elevation, maintenance of adequate body weight
through diet and exercise, avoidance of skin infection or injury, avoidance of limb constriction. Compression
therapy includes bandaging, compression garments, and intermittent pneumatic compression. Physiotherapy is
comprised of manual lymphatic drainage and complete decongestive therapy (Mehrara, B. et al., 2019).

Complete decongestive therapy, also called complex decongestive therapy, complex decongestive physiotherapy,
or decongestive lymphatic therapy is comprised of two phases: the first phase which is the treatment phase
involves manual lymphatic drainage, limb compression, skin care, and exercise. This occurs every day five days
per week and lasts two to four weeks. The second phase also called the maintenance phase entails compression
garments, self-compression bandaging at night, skin care, exercise, and, if necessary, self-manual lymphatic
drainage (Mehrara, B. et al., 2019). The treatment is provided by a health care professional. However, patients or
caregivers can treat themselves especially in the second phase of the treatment after being trained.

Medical Technology Assessment Committee (MTAC)

Lymphatic Venous Anastomosis
06/20/2011: MTAC REVIEW
Evidence Conclusion: There is insufficient published evidence to determine the efficacy and safety of lymphatic
venous anastomosis in the treatment breast cancer-related lymphedema.
Articles: The literature on the on lymphatic venous anastomosis (LVA) for the treatment of breast cancer-related
lymphedema (BCRL) is very limited; the search did not reveal any meta-analyses or randomized controlled trials
that evaluated efficacy or safety of the procedure. The empirical study published on the LVA for the treatment
(BCRL) was a small case series with ten patients.

© 2015, Kaiser Permanente Cooperative. All Rights Reserved. Back to Top
Date Sent: 4/29/24 866

These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.



Criteria | Codes | Revision History

The use of lymphatic venous anastomosis (LVA) for the treatment of post-breast cancer lymphedema does not
meet the Kaiser Permanente Medical Technology Assessment Criteria.

Complete decongestive therapy for the treatment of lymphedema

04/08/2019: MTAC REVIEW

Evidence Conclusion:

e Low evidence indicates no difference between complete decongestive therapy and compression bandaging or
garments in terms of reduction in limb volume, edema volume, limb-related volume change, QOL, and arm
function in patients with secondary lymphedema due to breast cancer treatment on the short and mid-terms
(21 year).

e There is insufficient evidence for or against the effectiveness of complete decongestive therapy training in
term of lymphedema reduction.

o Moderate quality study suggests that decongestive lymphedema therapy may be safe.

Articles: PubMed was searched from 2012 to March 20, 2019 with the search terms Complete decongestive

therapy OR complex decongestive therapy OR complex decongestive physiotherapy OR decongestive lymphatic

therapy. The search was limited to English language publications and human populations. The reference lists of
relevant studies were reviewed to identify additional publications. RCTs and observational studies were included
as filters. See Evidence Table.

The use of Complete decongestive therapy for the treatment of lymphedema does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

Hayes Technology Brief
Hayes, Inc. Hayes Technology Brief. Microsurgical Treatment of Lymphedema Following Breast Cancer Surgery.
Lansdale, PA: Hayes, Inc.; 7/2013

Interregional New Technologies Committee (INTC) Review

02/02/2021: SCPMG Evidenced-Based Medicine

Overall Conclusion:

o The body of literature on LYMPHA for prevention of secondary extremity lymphedema consists of six
comparative studies (including 2 RCTs) and eight non-comparative studies and involved a total of 1,067
participants (range: N=10 to N=380). Follow-up periods ranged from 3 months to 4 years. Most studies
involved breast cancer patients, but several studies included patients with other types of cancer.

e The included studies were at high risk of bias and most had small sample sizes. There was also
heterogeneity in terms of cancer type, lymphedema classification, treatment courses, and follow-up times.
However, the studies consistently demonstrated substantial reductions in risk of lymphedema occurrence with
the LYMPHA, compared with standard care.

¢ Incidence of lymphedema in the included studies ranged from 0% to 12.5%, with lymphedema occurring
transiently in some patients and persisting in others. The highest rate of persistent lymphedema was 9% (in a
retrospective case series, N=27). The overall quality of the evidence on the efficacy of LYMPHA was found to
be low.

o Four studies (1 small RCT; 1 small prospective case series; 2 retrospective) reporting safety outcomes did not
indicate any serious concerns regarding safety or complications associated with LYMPHA for prevention of
secondary lymphedema. The overall quality of the evidence on the safety of LYMPHA is very low.

o We applied the ROBIS (i.e., risk of bias in systematic reviews) tool to the Hayes, Inc. assessment and found
risk of bias in their review to be low.

e Given the overall low quality of the body evidence on LYMPHA, there remains a need for large, high-quality
comparative studies or RCTs to draw a conclusion regarding the efficacy and safety of LYMPHA for
prevention of secondary lymphedema, compared with standard care.

Applicable Codes

Complete Decongestive Therapy (CDT) - Considered Medically Necessary when criteria in the applicable
olicy statements listed above are met:

CPT® or Description
HCPC
Codes
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97140 Manual therapy techniques (eg, mobilization/ manipulation, manual lymphatic drainage, manual
traction), 1 or more regions, each 15 minutes
97535 Self-care/home management training (eg, activities of daily living (ADL) and compensatory

training, meal preparation, safety procedures, and instructions in use of assistive technology
devices/adaptive equipment) direct one-on-one contact, each 15 minutes

S$8950 Complex lymphedema therapy, each 15 minutes
Lymphatic Venous Anastomosis (LVA) - Considered not medically necessary:
CPT® or Description
HCPC
Codes

No specific codes — often submitted as 38999 Unlisted procedure, hemic or lymphatic system

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

01/1996 06/01/2010 MPCRPC - 04/05/2011 MPCRPC 02/07/2012 MPCRPC 12/04/2012 MDCRPC | 05/11/2023
10/01/2013 MPC,08/05/2014 MPC,05/05/2015 MPC, 03/01/2016MPC, 05/03/2016MPC,
03/7/2017MPC, 01/09/2018MPC, 12/04/2018MPC, 12/03/2019MPC | 12/01/2020MPC,
12/07/2021MPC |12/06/2022MPC | 12/09/2023MPC, 04/02/2024MPC

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

05/05/2015 | The criteria were completely revised to mirror Medicare guidelines to support payment for
comprehensive decongestive therapy only.

05/03/2016 | Merged CDT & LVA criteria into one document under Lymphedema Therapy

04/13/2017 | Added Hayes Technology Brief Review

03/05/2019 | MPC approved to expand criteria to treat members with lymphedema caused by other diagnosis
other than cancer

04/08/2019 | MTAC review for Complete Decongestive Therapy for the treatment of lymphedema was added
09/12/2022 | INTC Review for Lymphovenous Anastomosis (LVA) (LYMPHA) for Prevention of Lymphedema from
02/01/2021 was added

05/11/2023 | Updated format for clarity
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Massage Therapy

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None

Medicare covers massage when delivered by a physical therapist as part of the rehabilitation plan of care. It is not
covered when delivered by a massage therapist who is not licensed as a physical therapist.

For Non-Medicare Members
A. Massage therapy is indicated when ALL of the following are met:
1. An assessment and diagnosis documents objective physical and functional limitations.
2. It will have physical therapeutic benefits.
3. It has been ordered by the treating physician.
4. The condition or the level of function can be expected to improve significantly within a reasonable and
generally predictable period of time with massage treatment.
OR
B. The patient is terminally ill, and the therapy is needed for comfort.

Massage therapy is not covered when:

1. ltis provided for prevention, recreation (spa therapy) or stress reduction.

2. ltis directed at the maintenance of current level of functioning.

3. The patient has achieved therapeutic goals or is not showing meaningful progress.

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

This service is covered when it is described as a benefit in the consumer’s coverage contract and the consumer
receives a health plan referral. Special work groups that have included licensed massage therapists identified the
clinical conditions and screening criteria in order to determine clinical appropriateness for the service.

Low back pain (LBP) is a major health problem in the modern society. More than two thirds of the population will
experience low back pain at some time in their lives. LBP is usually benign and self-limiting; almost 90% of all
patients with acute low back pain will get better quickly regardless of therapy. The remaining 10% may develop
chronic back pain and disability.

LBP is associated with a complex dysfunction and impaired endurance of the paraspinal muscles. Different
therapies including exercise and spinal manipulation are often recommended, yet their clinical effectiveness has
not been documented. Research on the effectiveness of these therapies has yielded inconsistent results.
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The use of massage therapy for back pain has a long history. Massage therapy may have the potential to
increase the blood flow in the muscles, enhance muscle tone, reduce muscle fatigability, and improve muscle
endurance. It may relax the mind and increase the pain threshold. Massage is considered a safe treatment with
no risk or adverse effects. It is, however, contraindicated when several other conditions are present, including
acute inflammations, skin infections, unhealed fractures, and burns.

Massage is rubbing or kneading part of the body usually with the hands to stimulate circulation and make the
muscles or joints suppler. It is also defined as soft tissue manipulation using the hands or a mechanical device.
Massage can be applied to the lumbar region only or to the whole body. It is usually used as an adjunct therapy
for other physical treatments; however, many massage therapists use it as the only intervention. Examples of soft
tissue massage are Shiatsu, Rolfing, Swedish massage, reflexology, myofascial release, craniosacral therapy,
and Bindege webs massage. Massage therapy is applied through various techniques including friction, kneading,
hacking, petrissage, neuromuscular, trigger, and pressure points.

Massage therapists are licensed by the state of Washington. Licensure requires a minimum of 500 hours of
training at an accredited school of massage therapy.

Medical Technology Assessment Committee (MTAC)

Massage Therapy in the Treatment of Chronic Neck and Back Pain
11/2001: MTAC REVIEW
Evidence Conclusion: Two of the studies reviewed show that massage is an effective therapy for non-specific
subacute and chronic low back pain (Cherkin, Preyde). Cherkin’s study did not compare massage to a placebo or
no treatment. Preyde’s study, which compared massage to sham treatment, had a short follow-up duration. On
the other hand, Pope et al found no significant difference between massage, spinal manipulation, corset, and
transcutaneous muscle stimulation (TMS). Various confounding factors may affect the outcome of massage
therapy including the type of massage given, number and duration of treatment sessions, experience of the
therapists, size of massage area, amount of pressure, as well as the type of injury or problem, chronicity, level of
stress, and other aggravating factors. Many of the studies reviewed did not address or adjust for these variables.
Further research is needed to study the patients’ variables and to help ascertain which type of low back pain will
respond best to massage therapy. Studies with a longer-term follow-up are also needed to determine the
elements and techniques of massage therapy that will give the most benefit. Use of a control group with a placebo
or no treatment would also strengthen the validity of the results.
Articles: The search yielded 32 articles. There were two systematic reviews, with no statistical pooling or meta-
analysis due to the heterogeneity of the studies. There were eight randomized, controlled trials. Massage was the
main therapy under investigation in only two of the RCTs revealed by the search. The studies selected for critical
appraisal were: Cherkin, D., Eisenberg, D., et al. Randomized trial comparing traditional Chinese medical
acupuncture, therapeutic massage, and self-care education for chronic low back pain. Arch Intern Med 2001; 161:
1081-1088 See Evidence Table. Preyde, M., Effectiveness of massage therapy for subacute low-back pain: a
randomized controlled trial. CMAJ 2000; 162: 1815-20 See Evidence Table. Pope, M.H., et al. A prospective
randomized three-week trial of spinal manipulation, transcutaneous muscle stimulation, massage, and corset in
the treatment of subacute low back pain. Spine 1994; 22: 2571-2577 See Evidence Table.

The use of massage therapy in the treatment of chronic neck and back pain meets the Kaiser Permanente
Medical Technology Assessment Criteria.

Applicable Codes

Considered Medically Necessary when criteria in the applicable policy statements listed above are met:

CPT® or Description

HCPC

Codes

97124 Therapeutic procedure, 1 or more areas, each 15 minutes; massage, including effleurage,
petrissage and/or tapotement (stroking, compression, percussion)

97140 Manual therapy techniques (eg, mobilization/ manipulation, manual lymphatic drainage, manual
traction), 1 or more regions, each 15 minutes

with type of service massage

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

© 2002 Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top
Date Sent: 4/29/24 870
These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.


http://www.ghc.org/public/hosting/clinical/criteria/pdf/mass1.pdf
http://www.ghc.org/public/hosting/clinical/criteria/pdf/mass2.pdf
http://www.ghc.org/public/hosting/clinical/criteria/pdf/mass3.pdf

Criteria | Codes | Revision History

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

11/20/2002 | 10/5/2010MPCRPC (08/02/2011 MPCRPC 06/05/2012 MPCRPC 04/02/2013 MPCRPC, 06/21/2007
02/04/2014 MPC 12/02/2014 MPC, 10/06/2015MPC, 08/02/2016MPC, 06/06/2017MPC,
04/03/2018MPC, 03/05/2019MPC, 03/03/2020MPC, 03/02/2021MPC, 03/01/2022MPC |
03/07/2023MPC

MDCRPC Medical Director Clinical Review and Policy Committee

MPC Medical Policy Committee

R e
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Medically Necessary Services

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria

For Medicare Members

Kaiser Permanente follows CMS coverage guidance when available per the CMS Medicare Coverage Database
search tool. Where there is a conflict between this document and Medicare national and/or local coverage
documentation, the Medicare source materials will apply. If there is no Medicare guidance, the information below
applies.

For Non-Medicare Members

The Medically Necessary Services policy is meant to provide guidance regarding coverage determinations for
select services of limited or questionable clinical value not subject to separate clinical review criteria. The policy
addresses a finite scope of specific service codes which are listed within this document.

"Medically Necessary" or "Medical Necessity" shall mean pre-service, concurrent or post-service reviews may be
conducted. Once a service has been reviewed, additional reviews may be conducted. Appropriate and clinically
necessary services, as determined by KFHPWA/KFHPWAQO’s medical director according to generally accepted
principles of good medical practice, which are rendered to a member for the diagnosis, care or treatment of a
medical condition and which meet the standards set forth below. The fact that one of our covered providers has
prescribed, recommended, or approved a service or supply does not, in itself, make it medically necessary or
covered under the member’s plan.

To be reasonable and medically necessary, services and supplies must meet the following requirements:
e Appropriate to prevent, diagnose, or treat your condition, illness, or injury

e Appropriate and consistent with the associated diagnosis and which, in accordance with accepted
medical standards in the State of Washington, could not have been omitted without adversely affecting
the member’s condition or the quality of health services rendered

o Not primarily for the personal comfort or convenience of the patient, the family, or the provider

e There is not a preferred alternative service or sequence of services which is either more effective, cost
effective, safer or that produces similar results.

e Requests inpatient care, could not have been provided in a provider’s office, the outpatient department of
a hospital or a non-residential facility without affecting the member’s condition or quality of health services
rendered

o Not part of or associated with scholastic education or vocation training of the patient
e Not primarily for research and data accumulation

o Not experimental or investigational
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The length and type of the treatment program and the frequency and modality of visits covered shall be
determined by KFHPWA/KFHPWAOQ's medical director. In addition to being medically necessary, to be covered,
services and supplies must be otherwise be included as a covered service and not excluded from coverage.

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

This policy is designed to address medical guidelines that are appropriate for the majority of individuals with a
particular disease, illness, or condition. Each person's unique clinical circumstances may warrant individual
consideration, based on review of applicable medical records.

Medical policies are designed to supplement the terms of a member's contract. The member's contract defines
the benefits available; therefore, medical policies should not be construed as overriding specific contract
language. In the event of conflict, the contract shall govern.

Medical policies do not constitute medical advice, nor the practice of medicine. Rather, such policies are intended
only to establish general guidelines for coverage and reimbursement under Kaiser Permanente plans. Application
of a medical policy to determine coverage in an individual instance is not intended and shall not be construed to
supersede the professional judgment of a treating provider. In all situations, the treating provider must use his/her
professional judgment to provide care he/she believes to be in the best interest of the patient, and the provider
and patient remain responsible for all treatment decisions.

Applicable Codes

The following services have been determined to have little to no clinical value. Due to low utilization,
explicit clinical review criteria have been archived. If a request is received, the service will be reviewed for
medical necessity using the above policy.

Date of Archive | Clinical Criteria Codes
Effective Chelation Therapy M0300, J3520,
August 15t, 2024 J0600
Infrared Thermography 93740
Renal Sympathetic Nerve Ablation 0338T, 0339T
12/1/2023 Cryosurgery- Breast 19105
Axial Lumbar Interbody Fusion System 22586
Collagen Meniscus Implant G0428
Continuous 24-hour monitoring of Intraocular Pressure 0198T, 0329T
Diaphragmatic/Phrenic Pacing L8696
Exoskeleton K1007
Intradiscal Electrothermal Therapy (IDET) 22526, 22527
Magnetic Resonance Guided Focused Ultrasound for Treatment of Uterine 0071T, 0072T
Fibroids (MRgFUS)
Microvolt T-Wave Alternans 93025
Radioimmunoscintigraphy 78800
Retinal (Implant) Prosthesis System 0100T
Scintimammography S8080
Thermal Capsulorrhaphy for Shoulder Instability S2300
Transmyocardial Laser Revascularization for Treatment of Severe Angina 33140, 33141
03/01/2022 In Lieu of Hospital Admission to Skilled Nursing Facility (ILOH) No specific codes
MIBG Imaging for Heart Failure 0331T, 0332T
Pneumatic Vest for Chronic Low Back Pain (Orthotrac) No specific codes
Considered Medically Necessary when criteria in the applicable policy statements listed above are met:
CPT® or Description
HCPCS
Codes
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15773 Grafting of autologous fat harvested by liposuction technique to face, eyelids, mouth, neck, ears,
orbits, genitalia, hands, and/or feet; 25 cc or less injectate
15774 Grafting of autologous fat harvested by liposuction technique to face, eyelids, mouth, neck, ears,

orbits, genitalia, hands, and/or feet; each additional 25 cc injectate, or part thereof (List separately
in addition to code for primary procedure)

39499 Unlisted procedure, mediastinum

42299 Unlisted procedure, palate, uvula

53899 Unlisted procedure, urinary system

57465 Computer-aided mapping of cervix uteri during colposcopy, including optical dynamic spectral

imaging and algorithmic quantification of the acetowhitening effect (List separately in addition to
code for primary procedure)

61850 Twist drill or burr hole(s) for implantation of neurostimulator electrodes, cortical

61860 Craniectomy or craniotomy for implantation of neurostimulator electrodes, cerebral, cortical

67516 Suprachoroidal injection of a pharmacologic agent (does not include supply of medication)

96931 Reflectance confocal microscopy (RCM) for cellular and sub-cellular imaging of skin; image
acquisition and interpretation and report, first lesion

96932 Reflectance confocal microscopy (RCM) for cellular and sub-cellular imaging of skin; image
acquisition only, first lesion

96933 Reflectance confocal microscopy (RCM) for cellular and sub-cellular imaging of skin; interpretation
and report only, first lesion

96934 Reflectance confocal microscopy (RCM) for cellular and sub-cellular imaging of skin; image

acquisition and interpretation and report, each additional lesion (List separately in addition to code
for primary procedure)

96935 Reflectance confocal microscopy (RCM) for cellular and sub-cellular imaging of skin; image
acquisition only, each additional lesion (List separately in addition to code for primary procedure)

96936 Reflectance confocal microscopy (RCM) for cellular and sub-cellular imaging of skin; interpretation
and report only, each additional lesion (List separately in addition to code for primary procedure)

0106T Quantitative sensory testing (QST), testing and interpretation per extremity; using touch pressure
stimuli to assess large diameter sensation

0107T Quantitative sensory testing (QST), testing and interpretation per extremity; using vibration stimuli
to assess large diameter fiber sensation

0108T Quantitative sensory testing (QST), testing and interpretation per extremity; using cooling stimuli
to assess small nerve fiber sensation and hyperalgesia

0109T Quantitative sensory testing (QST), testing and interpretation per extremity; using heat-pain stimuli
to assess small nerve fiber sensation and hyperalgesia

0110T Quantitative sensory testing (QST), testing and interpretation per extremity; using other stimuli to
assess sensation

0174T Computer-aided detection (CAD) (computer algorithm analysis of digital image data for lesion

detection) with further physician review for interpretation and report, with or without digitization of
film radiographic images, chest radiograph(s), performed ¢

0175T Computer-aided detection (CAD) (computer algorithm analysis of digital image data for lesion
detection) with further physician review for interpretation and report, with or without digitization of
film radiographic images, chest radiograph(s), performed r

0202T Posterior vertebral joint(s) arthroplasty (eg, facet joint[s] replacement), including facetectomy,
laminectomy, foraminotomy, and vertebral column fixation, injection of bone cement, when
performed, including fluoroscopy, single level, lumbar spine

0208T Pure tone audiometry (threshold), automated; air only

0209T Pure tone audiometry (threshold), automated; air and bone

0210T Speech audiometry threshold, automated;

0211T Speech audiometry threshold, automated; with speech recognition

0212T Comprehensive audiometry threshold evaluation and speech recognition (0209T, 0211T
combined), automated

0220T Placement of a posterior intrafacet implant(s), unilateral or bilateral, including imaging and
placement of bone graft(s) or synthetic device(s), single level; thoracic
0221T Placement of a posterior intrafacet implant(s), unilateral or bilateral, including imaging and

placement of bone graft(s) or synthetic device(s), single level; lumbar
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0234T Transluminal peripheral atherectomy, open or percutaneous, including radiological supervision
and interpretation; renal artery

0235T Transluminal peripheral atherectomy, open or percutaneous, including radiological supervision
and interpretation; visceral artery (except renal), each vessel

0236T Transluminal peripheral atherectomy, open or percutaneous, including radiological supervision
and interpretation; abdominal aorta

0237T Transluminal peripheral atherectomy, open or percutaneous, including radiological supervision
and interpretation; brachiocephalic trunk and branches, each vessel

0238T Transluminal peripheral atherectomy, open or percutaneous, including radiological supervision
and interpretation; iliac artery, each vessel

0263T Intramuscular autologous bone marrow cell therapy, with preparation of harvested cells, multiple

injections, one leg, including ultrasound guidance, if performed; complete procedure including
unilateral or bilateral bone marrow harvest

0264T Intramuscular autologous bone marrow cell therapy, with preparation of harvested cells, multiple
injections, one leg, including ultrasound guidance, if performed; complete procedure excluding
bone marrow harvest

0265T Intramuscular autologous bone marrow cell therapy, with preparation of harvested cells, multiple
injections, one leg, including ultrasound guidance, if performed; unilateral or bilateral bone marrow
harvest only for intramuscular autologous bone marrow ce

0266T Implantation or replacement of carotid sinus baroreflex activation device; total system (includes
generator placement, unilateral or bilateral lead placement, intra-operative interrogation,
programming, and repositioning, when performed)

0267T Implantation or replacement of carotid sinus baroreflex activation device; lead only, unilateral
(includes intra-operative interrogation, programming, and repositioning, when performed)

0268T Implantation or replacement of carotid sinus baroreflex activation device; pulse generator only
(includes intra-operative interrogation, programming, and repositioning, when performed)

0269T Revision or removal of carotid sinus baroreflex activation device; total system (includes generator

placement, unilateral or bilateral lead placement, intra-operative interrogation, programming, and
repositioning, when performed)

0270T Revision or removal of carotid sinus baroreflex activation device; lead only, unilateral (includes
intra-operative interrogation, programming, and repositioning, when performed)

0271T Revision or removal of carotid sinus baroreflex activation device; pulse generator only (includes
intra-operative interrogation, programming, and repositioning, when performed)

0272T Interrogation device evaluation (in person), carotid sinus baroreflex activation system, including

telemetric iterative communication with the implantable device to monitor device diagnostics and
programmed therapy values, with interpretation and report (

0273T Interrogation device evaluation (in person), carotid sinus baroreflex activation system, including
telemetric iterative communication with the implantable device to monitor device diagnostics and
programmed therapy values, with interpretation and report (

0278T Scrambler therapy for pain

0308T Telescope implant for eye

0330T Image taken of cornea in eye

0333T Visual evoked potential, screening of visual acuity, automated, with report
0342T Blood component removal

0347T Place devices in bone

0348T Double x-ray of spine
0349T Double x-ray of arm(s)
0350T Double x-ray of leg(s)

0351T Optical coherence tomography of breast or axillary lymph node, excised tissue, each specimen;
real-time intraoperative

0352T Optical coherence tomography of breast or axillary lymph node, excised tissue, each specimen;
interpretation and report, real-time or referred

0353T Optical coherence tomography of breast, surgical cavity; real-time intraoperative

0354T Optical coherence tomography of breast, surgical cavity; interpretation and report, real-time or
referred
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0362T Behavior identification supporting assessment, each 15 minutes of technicians' time face-to-face
with a patient, requiring the following components: administration by the physician or other
qualified health care professional who is on site; with the assi

0378T Visual field eye exam

0379T Visual field eye exam

0397T Endoscopic retrograde cholangiopancreatography (ERCP), with optical endomicroscopy (List
separately in addition to code for primary procedure)

0398T Magnetic resonance image guided high intensity focused ultrasound (MRgFUS), stereotactic
ablation lesion, intracranial for movement disorder including stereotactic navigation and frame
placement when performed

0419T Destruction neurofibromata, extensive, (cutaneous, dermal extending into subcutaneous); face,
head and neck, greater than 50 neurofibromata

0420T Destruction neurofibromata, extensive, (cutaneous, dermal extending into subcutaneous); trunk
and extremities, extensive, greater than 100 neurofibromata

0422T Tactile breast imaging by computer-aided tactile sensors, unilateral or bilateral

0424T Insertion or replacement of neurostimulator system for treatment of central sleep apnea; complete
system (transvenous placement of right or left stimulation lead, sensing lead, implantable pulse
generator)

0425T Insertion or replacement of neurostimulator system for treatment of central sleep apnea; sensing
lead only

0426T Insertion or replacement of neurostimulator system for treatment of central sleep apnea;
stimulation lead only

0427T Insertion or replacement of neurostimulator system for treatment of central sleep apnea; pulse
generator only

0428T Removal of neurostimulator system for treatment of central sleep apnea; pulse generator only

0429T Removal of neurostimulator system for treatment of central sleep apnea; sensing lead only

0430T Removal of neurostimulator system for treatment of central sleep apnea; stimulation lead only

0431T Removal and replacement of neurostimulator system for treatment of central sleep apnea, pulse
generator only

0432T Repositioning of neurostimulator system for treatment of central sleep apnea; stimulation lead only

0437T Implantation of non-biologic or synthetic implant (eg, polypropylene) for fascial reinforcement of
the abdominal wall (List separately in addition to code for primary procedure)

0439T Myocardial contrast perfusion echocardiography; at rest or with stress, for assessment of
myocardial ischemia or viability (List separately in addition to code for primary procedure)

0440T Ablation, percutaneous, cryoablation, includes imaging guidance; upper extremity distal/peripheral
nerve

0441T Ablation, percutaneous, cryoablation, includes imaging guidance; lower extremity distal/peripheral
nerve

04421 Ablation, percutaneous, cryoablation, includes imaging guidance; nerve plexus or other truncal
nerve (eg, brachial plexus, pudendal nerve)

04441 Initial placement of a drug-eluting ocular insert under one or more eyelids, including fitting,
training, and insertion, unilateral or bilateral

0445T Subsequent placement of a drug-eluting ocular insert under one or more eyelids, including re-
training, and removal of existing insert, unilateral or bilateral

0450T Insertion of aqueous drainage device, without extraocular reservoir, internal approach, into the
subconjunctival space; each additional device (List separately in addition to code for primary
procedure)

0464T Visual evoked potential, testing for glaucoma, with interpretation and report

0469T Retinal polarization scan, ocular screening with on-site automated results, bilateral

0472T Device evaluation, interrogation, and initial programming of intra-ocular retinal electrode array (eg,
retinal prosthesis), in person, with iterative adjustment of the implantable device to test
functionality, select optimal permanent programmed values wi

0473T Device evaluation and interrogation of intraocular retinal electrode array (eg, retinal prosthesis), in
person, including reprogramming and visual training, when performed, with review and report by a
qualified health care professional

0481T Injection(s), autologous white blood cell concentrate (autologous protein solution), any site,
including image guidance, harvesting and preparation, when performed
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0485T Optical coherence tomography (OCT) of middle ear, with interpretation and report; unilateral

0486T Optical coherence tomography (OCT) of middle ear, with interpretation and report; bilateral

0488T Preventive behavior change, online/electronic structured intensive program for prevention of
diabetes using a standardized diabetes prevention program curriculum, provided to an individual,
per 30 days

0489T Autologous adipose-derived regenerative cell therapy for scleroderma in the hands; adipose

tissue harvesting, isolation and preparation of harvested cells including incubation with cell
dissociation enzymes, removal of non-viable cells and debris, determi

0490T Autologous adipose-derived regenerative cell therapy for scleroderma in the hands; multiple
injections in one or both hands
0501T Noninvasive estimated coronary fractional flow reserve (FFR) derived from coronary computed

tomography angiography data using computation fluid dynamics physiologic simulation software
analysis of functional data to assess the severity of coronary artery

0502T Noninvasive estimated coronary fractional flow reserve (FFR) derived from coronary computed
tomography angiography data using computation fluid dynamics physiologic simulation software
analysis of functional data to assess the severity of coronary artery

0503T Noninvasive estimated coronary fractional flow reserve (FFR) derived from coronary computed
tomography angiography data using computation fluid dynamics physiologic simulation software
analysis of functional data to assess the severity of coronary artery

0504T Noninvasive estimated coronary fractional flow reserve (FFR) derived from coronary computed
tomography angiography data using computation fluid dynamics physiologic simulation software
analysis of functional data to assess the severity of coronary artery

0509T Electroretinography (ERG) with interpretation and report, pattern (PERG)

0515T Insertion of wireless cardiac stimulator for left ventricular pacing, including device interrogation
and programming, and imaging supervision and interpretation, when performed; electrode only
0516T Insertion of wireless cardiac stimulator for left ventricular pacing, including device interrogation
and programming, and imaging supervision and interpretation, when performed; electrode only
0517T Insertion of wireless cardiac stimulator for left ventricular pacing, including device interrogation

and programming, and imaging supervision, when performed; pulse generator component(s)
(battery and/or transmitter) only

0518T Removal of only pulse generator component(s) (battery and/or transmitter) of wireless cardiac
stimulator for left ventricular pacing

0519T Removal and replacement of wireless cardiac stimulator for left ventricular pacing; pulse generator
component(s) (battery and/or transmitter)

0520T Removal and replacement of wireless cardiac stimulator for left ventricular pacing; pulse generator
component(s) (battery and/or transmitter), including placement of a new electrode

0521T Interrogation device evaluation (in person) with analysis, review and report, includes connection,
recording, and disconnection per patient encounter, wireless cardiac stimulator for left ventricular
pacing

0522T Programming device evaluation (in person) with iterative adjustment of the implantable device to

test the function of the device and select optimal permanent programmed values with analysis,
including review and report, wireless cardiac stimulator for lef

0523T Intraprocedural coronary fractional flow reserve (FFR) with 3D functional mapping of color-coded
FFR values for the coronary tree, derived from coronary angiogram data, for real-time review and
interpretation of possible atherosclerotic stenosis(es) inter

0524T Endovenous catheter directed chemical ablation with balloon isolation of incompetent extremity
vein, open or percutaneous, including all vascular access, catheter manipulation, diagnostic
imaging, imaging guidance and monitoring

0525T Insertion or replacement of intracardiac ischemia monitoring system, including testing of the lead
and monitor, initial system programming, and imaging supervision and interpretation; complete
system (electrode and implantable monitor)

0526T Insertion or replacement of intracardiac ischemia monitoring system, including testing of the lead
and monitor, initial system programming, and imaging supervision and interpretation; electrode
only

0527T Insertion or replacement of intracardiac ischemia monitoring system, including testing of the lead
and monitor, initial system programming, and imaging supervision and interpretation; implantable
monitor only
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0528T Programming device evaluation (in person) of intracardiac ischemia monitoring system with
iterative adjustment of programmed values, with analysis, review, and report

0529T Interrogation device evaluation (in person) of intracardiac ischemia monitoring system with
analysis, review, and report

0530T Removal of intracardiac ischemia monitoring system, including all imaging supervision and
interpretation; complete system (electrode and implantable monitor)

0531T Removal of intracardiac ischemia monitoring system, including all imaging supervision and
interpretation; electrode only

0532T Removal of intracardiac ischemia monitoring system, including all imaging supervision and

interpretation; implantable monitor only

0537T Chimeric antigen receptor T-cell (CAR-T) therapy; harvesting of blood-derived T lymphocytes for
development of genetically modified autologous CAR-T cells, per day

0538T Chimeric antigen receptor T-cell (CAR-T) therapy; preparation of blood-derived T lymphocytes for
transportation (eg, cryopreservation, storage)

0539T Chimeric antigen receptor T-cell (CAR-T) therapy; receipt and preparation of CAR-T cells for
administration

0540T Chimeric antigen receptor T-cell (CAR-T) therapy; CAR-T cell administration, autologous

0541T Myocardial imaging by magnetocardiography (MCG) for detection of cardiac ischemia, by signal
acquisition using minimum 36 channel grid, generation of magnetic-field time-series images,
quantitative analysis of magnetic dipoles, machine learning-derived cl

0542T Myocardial imaging by magnetocardiography (MCG) for detection of cardiac ischemia, by signal
acquisition using minimum 36 channel grid, generation of magnetic-field time-series images,
quantitative analysis of magnetic dipoles, machine learning-derived cl

0543T Transapical mitral valve repair, including transthoracic echocardiography, when performed, with
placement of artificial chordae tendineae

0544T Transcatheter mitral valve annulus reconstruction, with implantation of adjustable annulus
reconstruction device, percutaneous approach including transseptal puncture

0545T Transcatheter tricuspid valve annulus reconstruction with implantation of adjustable annulus
reconstruction device, percutaneous approach

0547T Bone-material quality testing by microindentation(s) of the tibia(s), with results reported as a score

0552T Low-level laser therapy, dynamic photonic and dynamic thermokinetic energies, provided by a
physician or other qualified health care professional

0553T Percutaneous transcatheter placement of iliac arteriovenous anastomosis implant, inclusive of all

radiological supervision and interpretation, intraprocedural roadmapping, and imaging guidance
necessary to complete the intervention

0554T Bone strength and fracture risk using finite element analysis of functional data, and bone-mineral
density, utilizing data from a computed tomography scan; retrieval and transmission of the scan
data, assessment of bone strength and fracture risk and bone

0555T Bone strength and fracture risk using finite element analysis of functional data, and bone-mineral
density, utilizing data from a computed tomography scan; retrieval and transmission of the scan
data

0556T Bone strength and fracture risk using finite element analysis of functional data, and bone-mineral

density, utilizing data from a computed tomography scan; assessment of bone strength and
fracture risk and bone mineral density

0557T Bone strength and fracture risk using finite element analysis of functional data, and bone-mineral
density, utilizing data from a computed tomography scan; interpretation and report

0558T Computed tomography scan taken for the purpose of biomechanical computed tomography
analysis

0559T Anatomic model 3D-printed from image data set(s); first individually prepared and processed
component of an anatomic structure

0560T Anatomic model 3D-printed from image data set(s); each additional individually prepared and
processed component of an anatomic structure (List separately in addition to code for primary
procedure)

0561T Anatomic guide 3D-printed and designed from image data set(s); first anatomic guide

0562T Anatomic guide 3D-printed and designed from image data set(s); each additional anatomic guide

(List separately in addition to code for primary procedure)
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0564T Oncology, chemotherapeutic drug cytotoxicity assay of cancer stem cells (CSCs), from cultured
CSCs and primary tumor cells, categorical drug response reported based on percent of
cytotoxicity observed, a minimum of 14 drugs or drug combinations

0567T Permanent fallopian tube occlusion with degradable biopolymer implant, transcervical approach,
including transvaginal ultrasound

0568T Introduction of mixture of saline and air for sonosalpingography to confirm occlusion of fallopian
tubes, transcervical approach, including transvaginal ultrasound and pelvic ultrasound

0569T Transcatheter tricuspid valve repair, percutaneous approach; initial prosthesis

0570T Transcatheter tricuspid valve repair, percutaneous approach; each additional prosthesis during
same session (List separately in addition to code for primary procedure)

0581T Ablation, malignant breast tumor(s), percutaneous, cryotherapy, including imaging guidance when
performed, unilateral

0583T Tympanostomy (requiring insertion of ventilating tube), using an automated tube delivery system,
iontophoresis local anesthesia

0587T Percutaneous implantation or replacement of integrated single device neurostimulation system

including electrode array and receiver or pulse generator, including analysis, programming, and
imaging guidance when performed, posterior tibial nerve

0588T Revision or removal of integrated single device neurostimulation system including electrode array
and receiver or pulse generator, including analysis, programming, and imaging guidance when
performed, posterior tibial nerve

0589T Electronic analysis with simple programming of implanted integrated neurostimulation system (eg,
electrode array and receiver), including contact group(s), amplitude, pulse width, frequency (Hz),
on/off cycling, burst, dose lockout, patient-selectable par

0590T Electronic analysis with complex programming of implanted integrated neurostimulation system
(eg, electrode array and receiver), including contact group(s), amplitude, pulse width, frequency
(Hz), on/off cycling, burst, dose lockout, patient-selectable pa

C9746 Transperineal implantation of permanent adjustable balloon continence device, with
cystourethroscopy, when performed and/or fluoroscopy, when performed

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions, and materials are copyrighted by Centers for Medicare Services (CMS).

07/05/2023 | 07/11/2023, 11/30/2023

MPC Medical Policy Committee

07/11/2023 MPC approved to adopt a new policy to address a specific service or procedure that may no
longer be necessary or in line with current standards of care. This criteria page will maintain
historical information and guide clinicians during their review process.

08/30/2023 Updated policy with a clarifying preamble with the intent of this policy.

11/30/2023 Added applicable codes; effective 12/1/2023

3/12/2024 MPC approved to archive policies for Chelation therapy (M0300, J3520, J0600), Infrared
Thermography (93740), and Renal Sympathetic Nerve Ablation (0338T, 0339T); services will be
reviewed against this Medically Necessary Services policy effective August 1st, 2024. Requires
60-day notice.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Medicare Only — Miscellaneous Criteria

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

medical service.

*Note: This list is not all-inclusive — refer to the Medicare Coverage Database for additional coverage
documentation.

Ambulatory Blood Pressure Monitoring 20.19
Ambulatory EEG Monitoring 160.22-Retired
Hospital Beds 280.7
Peridex CAPD Filter Set 230.13
LCD Hospital Beds and Accessories L33820
Urological Supplies L33803 (addresses InFlow device A4341/A4342)

Decision e Ambulatory blood Pressure Monitoring (ABPM)
Memo

NCD

NCD

Durable Medical
Equipment

e Bone (Mineral) Density Studies 150.3

e Microvolt T-Wave Alternans (MTWA) 20.3

LCD ° Maqnetic-Resonance-.Guided Focused Ultrasound Surgery

(MRgFUS) for Essential Tremor (L37738)

Alpha-fetoprotein 190.25

Chimeric Antigen Receptor (CAR) T-cell Therapy 110.24

Human Tumor Stem Cell Drug Sensitivity Assays 190.7

B-type Natriuretic Peptide (BNP) Testing (L34038)

Vitamin D Assay Testing L34051

Measurement of Salivary Hormones(L36857)

Decision Chimeric Antigen Receptor (CAR) T-cell Therapy for Cancers (CAG-

Memo 00451)

e Cardiac Output Monitoring by Thoracic Electrical Bioimpedance

(TEB) 20.16

Challenge Ingestion Food Testing 110.12

Collagen Crosslinks, any Method 190.19

Displacement Cardiography 20.24

HIS Bundle Study 20.13

Polysomnography and Other Sleep Studies L34040

e Arthroscopic Lavage and Arthroscopic Debridement for the
Osteoarthritic Knee 150.9

e Blood Brain Barrier Osmotic Disruption for Treatment of Brain

Tumors 110.20

Carotid Body Resection/Carotid Body Denervation 20.18

Ultrasonic Surgery 50.8

Vertebral Artery Surgery 20.1

Lung Volume Reduction Surgery (Reduction Pneumoplasty) 240.1

Partial Ventriculectomy 20.26

e Percutaneous Transluminal Angioplasty (PTA) 20.7
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Radiology

NCD

Laboratory

LCD

Other Diagnostic NCD
Tests

LCD

Surgical Procedures | NCD



https://www.cms.gov/medicare-coverage-database/search.aspx
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?ncdid=254&ver=2
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?ncdid=254&ver=2
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=215&ncdver=2&keyword=EEG&keywordType=starts&areaId=s56&docType=NCA%2cCAL%2cNCD%2cMEDCAC%2cTA%2cMCD%2c6%2c3%2c5%2c1%2cF%2cP&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=215&ncdver=2&keyword=EEG&keywordType=starts&areaId=s56&docType=NCA%2cCAL%2cNCD%2cMEDCAC%2cTA%2cMCD%2c6%2c3%2c5%2c1%2cF%2cP&contractOption=all&sortBy=relevance&bc=1
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=227&ncdver=1&DocID=280.7&SearchType=Advanced&bc=IAAAABAAAAAA&
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=197&ncdver=1&chapter=all&sortBy=title&bc=18
https://www.cms.gov/medicare-coverage-database/details/lcd-details.aspx?lcdid=33820&ver=21&bc=CAAAAAAAAAAA
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?LCDId=33803
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=256&ncdver=2&DocID=150.3&SearchType=Advanced&bc=IAAAABAAAAAA&
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=310&ncdver=3&chapter=all&sortBy=title&bc=18
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=37738&ver=22&keyword=L37738&keywordType=starts&areaId=s56&docType=NCA%2cCAL%2cNCD%2cMEDCAC%2cTA%2cMCD%2c6%2c3%2c5%2c1%2cF%2cP&contractOption=all&sortBy=relevance&bc=AAAAAAQAAAAA&KeyWordLookUp=Doc&KeyWordSearchType=Exact
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=37738&ver=22&keyword=L37738&keywordType=starts&areaId=s56&docType=NCA%2cCAL%2cNCD%2cMEDCAC%2cTA%2cMCD%2c6%2c3%2c5%2c1%2cF%2cP&contractOption=all&sortBy=relevance&bc=AAAAAAQAAAAA&KeyWordLookUp=Doc&KeyWordSearchType=Exact
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=121&ncdver=1&bc=AAAAgAAAAAAAAA%3d%3d&
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?ncdid=374&ncdver=1&keyword=Chimeric%20Antigen&keywordType=starts&areaId=s56&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=AAAAAAQAAAAA&KeyWordLookUp=Doc&KeyWordSearchType=Exact
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=253&ncdver=1&bc=AAAAgAAAAAAAAA%3d%3d&
https://www.cms.gov/medicare-coverage-database/details/lcd-details.aspx?LCDId=34038&ver=25&Date=01%2f01%2f2020&DocID=L34038&bc=hAAAAAgAAAAA&
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=34051&ver=42&bc=0
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?LCDId=36857
https://www.cms.gov/medicare-coverage-database/details/nca-decision-memo.aspx?NCAId=291
https://www.cms.gov/medicare-coverage-database/details/nca-decision-memo.aspx?NCAId=291
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=267&ncdver=3&bc=AAAAgAAAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=267&ncdver=3&bc=AAAAgAAAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=187&ncdver=1&DocID=110.12&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=96&ncdver=1&DocID=190.19&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=262&ncdver=1&DocID=20.24&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=162&ncdver=1&DocID=20.13&SearchType=Advanced&bc=IAAAABAAAAAA&
https://www.cms.gov/medicare-coverage-database/details/lcd-details.aspx?LCDId=34040&ver=24&Date=01%2f01%2f2020&DocID=L34040&bc=hAAAAAgAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=285&ncdver=1&DocID=150.9&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=285&ncdver=1&DocID=150.9&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=319&ncdver=1&bc=AgAAQAAAAAAAAA%3D%3D&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=319&ncdver=1&bc=AgAAQAAAAAAAAA%3D%3D&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=8&ncdver=1&DocID=20.18&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=5&ncdver=1&DocID=50.8&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=48&ncdver=1&DocID=20.1&SearchType=Advanced&bc=IAAAABAAAAAA&
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=119&ncdver=3&chapter=all&sortBy=title&bc=18
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=122&ncdver=1&chapter=all&sortBy=title&bc=18
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=201&ncdver=10&chapter=all&sortBy=title&bc=18
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e Phrenic Nerve Stimulator 160.19
e Transmyocardial Revascularization (TMR) 20.6

e Injection - Tendon, Ligament, Ganglion Cyst, Tunnel Syndromes and
Morton's Neuroma L34076

LCD

e Arthroscopic Lavage and Arthroscopic Debridement for

LCA Osteoarthritic Knees A54063

Medical Procedures

Apheresis (Therapeutic Pheresis) 100.14
Abortion 140.1
Verteporfin (Photosensitive Drugs) 80.3

NCD

Services

Rehabilitation

Intensive Behavioral Therapy for Cardiovascular Disease 210.11
Intensive Behavioral Therapy for Obesity 210.12
Outpatient Hospital Pain Rehabilitation Programs 10.4

NCD

[ )
[ )
[ )
e |npatient Hospital Pain Rehabilitation Programs 10.3
[ )
[ )
[ )

Others

Manuals .

Hospice Chapter 9

04/13/2009 | 04/13/2009MPCRFC. 05/03/2011MPCRPC, 08/02/2011MPCRPC, 06/05/2012MPCRPC,
04/02/2013MPCRPC 02/04/2014MPC, 04/01/2014MPC, 05/06/2014MPC, 07/01/2014MPC,
10/06/2015MPC, 08/02/2016MPC, 06/06/2017MPC, 04/03/2018MPC, 04/02/2019MPC,
04/07/2020MPC, 04/06/2021MPC, 04/05/2022MPC, 04/04/2023MPC

MDCRPC \Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

04/30/2015 | Added Transcatheter Mitral Valve Repair

05/26/2015 | Added Oral Appliances for Obstructive Sleep Apnea

09/08/2015 | Revised LCD B-type Natriuretic Peptide (BNP) Testing L34057 and L34038, Medicare Non-
Covered Services 34886, Vitamin D Assay Testing LCD L34094 and L34051, Polysomnography
and Other Sleep Studies LCD L34040, Facet Joint Injections, Medial Branch Blocks, and Facet
Joint Radiofrequency Neurotomy LCD L34995, Injection - Tendon, Ligament, Ganglion Cyst,
Tunnel Syndromes and Morton's Neuroma L34076, Oral Appliances for Obstructive Sleep Apnea
L33611

01/27/2016 | Added LCD L35457 and L34980

04/11/2017 | Added Decision Memo for Leadless Pacemakers

08/03/2017 | Added NCD for Leadless Pacemakers

06/12/2019 | Added LCD L37738

04/07/2020 | Removed Leadless Pacemakers, Implantable Automatic Defibrillators and Hyperthermia for
Treatment of Cancer categories since they have their own individual KPWA criteria.

12/02/2022 | Added LCD L39242 replacing retired LCD L34980

03/01/2023 | Added NCD 160.22 Ambulatory EEG Monitoring - Retired

03/23/2023 | Review for Endothelial Cell Photography is no longer required.

04/18/2023 | Removed Magnetic Resonance Imaging NCD 220.2 due to having independent criteria pages for
MRI. Removed Epidural Steroid injections for Pain management L39242 due to having
independent criteria page for ESI.

12/21/2023 | Added NCD Microvolt T-Wave Alternans (MTWA) 20.3, Lung Volume Reduction Surgery
(Reduction Pneumoplasty) 240.1, Partial Ventriculectomy 20.26, Percutaneous Transluminal
Angioplasty (PTA) 20.7, Transmyocardial Revascularization (TMR) 20.6

3/29/2024 Removed the Cardiac Pacemakers NCD 20.8.3 as this has its own individual criteria where this
is listed.

© 2009 Kaiser Foundation Health Plan of Washington. All Rights Reserved.

Back to Top

Date Sent: 4/29/24 881
These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.

Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.

03/29/2024



https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=244&ncdver=1&chapter=all&sortBy=title&bc=18
https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?ncdid=120&ncdver=1&chapter=all&sortBy=title&bc=18
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=34076&ver=23&bc=0
https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=34076&ver=23&bc=0
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=54063&ver=12&keyword=a54063&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=54063&ver=12&keyword=a54063&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=relevance&bc=1
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?ncdid=82&ver=1
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=127&ncdver=2&bc=AAAAgAAAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=127&ncdver=2&bc=AAAAgAAAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=157&ncdver=2&DocID=80.3&SearchType=Advanced&bc=IAAAABAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=23&ncdver=1&bc=AgAAQAAAAAAA&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=348&ncdver=1&bc=AAAAgAAAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=353&ncdver=1&bc=AAAAgAAAAAAAAA%3d%3d&
http://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=24&ncdver=1&bc=AgAAQAAAAAAA&
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/bp102c09.pdf

Criteria | Codes | Revision History

Medicare Medical Policy Development

Kaiser Permanente Medicare Advantage Medical Policies identify the clinical criteria for determining when
medical services are considered ‘reasonable and necessary’ (medically necessary). Medicare Advantage plans
are required by CMS to provide the same medical benefits to Medicare Advantage members as Original
Medicare. As such, whenever possible, Medicare Advantage Medical Policies are based on Medicare coverage
manuals, National Coverage Determinations (NCDs), and Local Coverage Determinations (LCDs) when available.
If there is no applicable NCD or LCD for the service under review, then per CMS other evidence-based criteria
may be applied. In addition, each member’s unique, clinical situation is considered in conjunction with current
CMS guidelines

Kaiser Permanente Medicare Medical Policy Hierarchy

The following hierarchy is used to determine Kaiser Permanente Medicare Advantage (MA) Medical Policy:

e CMS Coverage Manuals or other CMS-based Resource
Coverage provisions in interpretive manuals are instructions that are used to further define when and under
what circumstances items or services may be covered (or not covered). Other CMS-based resources include,
but are not limited to, documentation such as Medicare Learning Network (MLN) and Federal Register (FR)
publications.

e National Coverage Determinations (NCD)
For some services, procedures, and technologies, CMS has developed an NCD, which is to be applied on a
national basis for all Medicare beneficiaries. Once published in a CMS program instruction, the NCD is
binding on all Medicare Advantage plans. (1)

e Local Coverage Determinations (LCD), Articles (LCA), and other contractor-based bulletins
When there is no NCD or other coverage provision outlining medical necessity criteria within a Medicare
manual, or when there is a need to further define an NCD, then the Medicare Administrative Contractor
(MAC) for a service area may develop an LCD. (2) Noridian Healthcare Solutions (Noridian) is the designated
MAC for the state of Washington.

e Retired LCD/LCD
LCDs are retired due to lack of evidence of current problems with utilization, or in some cases because the
material is addressed by a National Coverage Determination (NCD), a coverage provision in a CMS
interpretative manual or an article. Most LCDs are not retired because they are incorrect. The guidance in the
retired LCD may still be helpful in assessing medical necessity. (3)

o  Commercial Medical Policies
In coverage situations where there is no NCD, LCD, or guidance on coverage in original Medicare manuals, a
Medicare Advantage Organization (MAO) may adopt the coverage policies of other MAOs in its service area.
(4)
However, if the MAO decides not to use coverage policies of other MAOs in its service area, the MAO:
= Must make its own coverage determination;
= Must provide CMS an objective evidence-based rationale relying on authoritative evidence such as:
o0 Studies from government agencies (e.g., the FDA);
o0 Evaluations performed by independent technology assessment groups (e.g. BCBSA); and
o0 Well-designed controlled clinical studies that have appeared in peer review journals; and
= In providing its justification, the MAO may not use conclusory statements with no accompanying rationale
(e.g., “It is our policy to deny coverage for this service.”)

e MCG™ Care Guidelines
If no policy criteria are available within an NCD, LCD, coverage manual, or existing medical policy for the
services in question, MCG™ guidelines may be applied at the discretion of the physician reviewer.

© 2016, Kaiser Foundation Health Plan of Washington. All Rights Reserved. Back to Top
Date Sent: 4/29/24 882
These criteria do not imply or guarantee approval. Please check with your plan to ensure coverage.
Preauthorization requirements are only valid for the month published. They may have changed from previous months and may change in future months.



Criteria | Codes | Revision History

Kaiser Permanente may consider some services to have insufficient evidence in the published medical literature
to show that this service/therapy is as safe as standard services/therapies (and/or) provides better long-term
outcomes than current standard services/therapies. When a procedure or device is deemed to have “insufficient
evidence” by Kaiser Permanente, the term “insufficient evidence” does not mean the procedure or device has not
been approved by the Food and Drug Administration (FDA). Rather, it means the procedure or device does not
meet Kaiser Permanente’s objective, evidence-based technology assessment based on authoritative evidence.
See the Kaiser Permanente Medical Technology Assessment Committee for further details regarding their
evidence-based evaluation process.

Noridian may also provide coverage or non-coverage guidance in a Part B News Article published on the
noridianmedicare.com website. Thus, these articles may be used in Medicare Advantage coverage decisions
even though they are not in the form of an LCD or an LCA.

In some instances, one Medicare A/B MAC processes all of the claims for a particular Medicare-covered item or
service for all Medicare beneficiaries around the country. This generally occurs when there is only one provider of
a particular item or service (for example, certain pathology and lab tests furnished by independent laboratories).
In this situation, MA plans must follow the coverage policy reflected in an LCD issued by the A/B MAC that
enrolled the provider and processes all of the Medicare claims for that item or service. (5)

For genetic and molecular diagnostic testing, Noridian has implemented the guidelines published by Palmetto
GBA under the Molecular Diagnostic (MoIDX) Program for their Jurisdiction F (J-F) service area. (6). MoIDX
guidelines, when available, should be applied to requests for genetic and molecular diagnostic testing. In the
absence of a guideline for a genetic test the above hierarchy will apply.

References:

1. Medicare Managed Care Manual, Pub. #100-16, Chapter 4 — Benefits and Beneficiary Protections, §90.2 -
Definitions Related to National Coverage Determinations (NCDs)

2. Medicare Managed Care Manual, Pub. #100-16, Chapter 4 — Benefits and Beneficiary Protections, §90.4 -
Local Coverage Determinations (LCDs)

3. Medicare Managed Care Manual, Pub. #100-16, Chapter 4 - Benefits and Beneficiary Protections, §90.4.1 —
MAC with Exclusive Jurisdiction over a Medicare ltem or Service

4. Noridian MolDX Website https://med.noridianmedicare.com/web/jfb/policies/moldx

5. Medicare Managed Care Manual, Pub. #100-16, Chapter 4 - Benefits and Beneficiary Protections, §90.5 -
Creating New Guidance

6. LCD Retirement Clarification https://med.noridianmedicare.com/web/jfb/article-detail/-/view/10546/Icd-
retirement-clarification

[5] - 90.5 — Creating New Guidance
(Rev. 120, Issued: 01-16-15, Effective: 01-01-15, Implementation: 01-01-15)
In coverage situations where there is no NCD, LCD, or guidance on coverage in original Medicare manuals, a
Medicare Advantage Organization (MAO) may adopt the coverage policies of other MAOs in its service area.
However, if the MAO decides not to use coverage policies of other MAOs in its service area, the MAO:
e Must make its own coverage determination;
e Must provide CMS an objective evidence-based rationale relying on authoritative evidence such as:
= Studies from government agencies (e.g., the FDA);
= Evaluations performed by independent technology assessment groups (e.g. BCBSA); and
=  Well-designed controlled clinical studies that have appeared in peer review journals; and
= In providing its justification, the MAO may not use conclusory statements with no accompanying rationale
(e.g., “It is our policy to deny coverage for this service.”)

The requirement that an MA plan provide coverage for all Medicare-covered services is not intended to dictate
care delivery approaches for a particular service. MA plans may encourage enrollees to see more cost-effective
provider types than would be the typical pattern in original Medicare, as long as those providers are licensed and
working within the scope of their licenses and the plan complies with the provider anti-discrimination rules set
forth in 42 CFR §422.205.

An MA plan’s flexibility to deliver care using cost-effective approaches should not be construed to mean that
Medicare coverage policies do not apply to the MA program. If original Medicare covers a service only when
certain conditions are met, then such conditions must be met in order for the service to be considered part of the
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original Medicare benefits component of an MA plan. An MA plan may cover the same service when the
conditions are not met, but these benefits would then be defined as supplemental.

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This

information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage
determinations.

MPC MPC MPC MPC MPC
01/18/2017 88;82@8;2'“% 09/03/2019MPC . 09/01/2020MPC, 09/07/2021MPC, 09/06/2022MPC | 09/03/2019

MPC Medical Policy Committee

09/03/2019 | Updated policy to reflect changes in Medicare Managed Care Manuals
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Micronutrient Panel Testing
Intracellular micronutrient analysis

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members

CMS Coverage Manuals None
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article None
Kaiser Permanente Medical Policy Due to the absence of an active NCD, LCD, or other coverage

guidance, Kaiser Permanente has chosen to use their own
Clinical Review Criteria, “Micronutrient Panel Testing” for
medical necessity determinations. Refer to the Non-Medicare
criteria below.

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that micronutrient testing provides better
long-term outcomes than current standard services/therapies.

Micronutrient testing, also known as functional intracellular analysis, essential metabolic analysis, intracellular
micronutrient analysis, or leukocyte nutrient analysis, is a blood test consisting of multiple micronutrient levels
intended to assess nutritional deficiencies and offer supplementation suggestions. Micronutrient tests are
considered not medically necessary.

Some examples of commercially available micronutrient tests include but are not limited to the following:

Genova Diagnostics ION Profile®
IntraCellular Diagnostics EXA Test®
SpectraCell Laboratories Micronutrient Test
VibrantAmerica Micronutrients

If requesting review for this service, please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is provided
for historical purposes and does not necessarily reflect the most current published literature. When significant new articles
are published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.
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Background

Micronutrient testing assesses the level of multiple nutrients in the body. These panels may include measurement
of numerous vitamins, minerals, amino acids, fatty acids, oxidation products, organic acids, toxins and
antioxidants. The test results are proposed to help determine the cause of various symptoms, such as hair loss
and fatigue, and various disease processes. Antioxidant function testing (e.g., Spectrox™) has been proposed as
a method to evaluate the ability of cells to resist damage caused by free radicals and other forms of oxidative
stress. SpectraCell Laboratories, Inc., (Houston, TX) offers a micronutrient testing panel proposed to measure
how micronutrients function within the white blood cell. The Individual Optimal Nutrition (ION) (Genova
Diagnostics, Asheville, NC) is a blood test that measures levels of vitamins, minerals, antioxidants, and organic,
fatty, and amino acids. ExaTest®, offered by IntraCellular Diagnostics, Inc® (Medford. OR) is an intracellular
tissue analysis of mineral electrolytes. The test is proposed to provide information on mineral electrolyte
deficiencies or imbalances not available by blood testing. The analysis is made from an epithelial cell scraping
from the sublingual area. The sample is analyzed using high energy photos (x-rays).

Currently, there is insufficient evidence in the published, peer-reviewed, scientific literature to establish the clinical

utility of nutrient panel testing or antioxidant function testing or to demonstrate that the use of such testing results
in improved health outcomes.

Applicable Codes

Micronutrient Test (identified by the volume of lab tests for vitamins, minerals, amino acids, antioxidants, and
metabolites for diagnoses such as fatigue)

The following is a list of codes that will not be covered when billed for a Micronutrient Test. This is not an
all-inclusive list.

CPT® Description
Codes

82136 Amino acids, 2 to 5 amino acids, quantitative, each specimen

82180 Ascorbic acid (Vitamin C), blood

82306 Vitamin D; 25 hydroxy, includes fraction(s), if performed

82310 Calcium; total

82379 Carnitine (total and free), quantitative, each specimen

82495 Chromium

82525 Copper

82607 Cyanocobalamin (Vitamin B-12)

82652 Vitamin D; 1, 25 dihydroxy, includes fraction(s), if performed

82725 Fatty acids, nonesterified

82746 Folic acid; serum

82978 Glutathione

83735 Magnesium

83785 Manganese

84207 Pyridoxal phosphate (Vitamin B-6)

84252 Riboflavin (Vitamin B-2)

84255 Selenium

84425 Thiamine (Vitamin B-1)

84446 Tocopherol alpha (Vitamin E)

84590 Vitamin A

84591 Vitamin, not otherwise specified

84597 Vitamin K

84630 Zinc

86353 Lymphocyte transformation, mitogen (phytomitogen) or antigen induced blastogenesis

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.
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**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

05/05/2020 | 05/05/2020MPC 05/04/2021 MPC (05/03/2022MPC  05/02/2023MPC 05/05/2020
MPC Medical Policy Committee

05/05/2020 MPC approved to adopt new non-coverage policy. Requires 60-day notice, effective date

9/1/2020.
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria
Minimally Invasive Lumbar Decompression

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members
CMS Coverage Manuals Percutaneous image-guided lumbar decompression (PILD) for
lumbar spinal stenosis (150.13)
National Coverage Determinations (NCD) None
Local Coverage Determinations (LCD) None
Local Coverage Article Decision Memo for PERCUTANEOUS IMAGE-GUIDED
LUMBAR DECOMPRESSION for Lumbar Spinal Stenosis
(CAG-00433R)

For Non-Medicare Members
There is insufficient evidence in the published medical literature to show that this service/therapy is as safe as

standard services/therapies and/or provides better long-term outcomes than current standard services/therapies.

If requesting review for this service, please send the following documentation:
e Last 6 months of clinical notes from requesting provider &/or specialist

The following information was used in the development of this document and is provided as background only. It is
provided for historical purposes and does not necessarily reflect the most current published literature. When
significant new articles are published that impact treatment option, Kaiser Permanente will review as needed. This
information is not to be used as coverage criteria. Please only refer to the criteria listed above for coverage
determinations.

Background

Lumbar spinal stenosis (LSS) is one of the most common degenerative diseases of the lumbar spine, and the
most common indication for spinal surgery in elderly patients. LSS is a condition where the dural sac and nerve
roots are compressed by a combination of degenerative features including bulging of the intervertebral discs,
hypertrophy of the facet joints, and thickening of the ligamentum flavum. In LSS the space within the spinal canal
narrows leading to asymptomatic compression of the nerves and ultimately symptomatic neurogenic claudication,
which is described as pain, paresthesia, weakness or heaviness radiating to lower extremities that occurs with
walking or prolonged standing. The severity of these symptoms varies widely among patients, and may be
disabling in some (Deer 2011, Brown 2012, Popov 2012, Wong 2012).

Conservative therapies for LSS include rest, pain medication, and physical therapy with or without epidural steroid
injections. If these therapies fail, the patient may be advanced to more invasive surgical procedures. The goal of
any surgical treatment of LSS is the relief of symptoms by adequate neural decompression while preserving as
much of the anatomy, stability, and biomechanics of the lumbar spine as possible. Until the last decade, open
spinal surgery was the standard treatment of LSS. The traditional surgical approach involves performing a wide,
bilateral decompression laminectomy and resection of the medial portion of the facet joints to decompress the
affected neural elements. This can successfully alleviate nerve compression symptoms but has the drawback of
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the open approach including the amount of soft tissue dissection, blood loss, postoperative pain, muscular
atrophy, and potential for iatrogenic instability of the spinal segment (Popov 2012).

A number of less-invasive surgical techniques have been developed in recent years as an alternative to the
traditional spine surgeries to limit the injury to the patient’s native anatomy and reduce complication rates. These
procedures are particularly attractive to spine surgeons for their small-skin incision, minimization of soft tissue
injury, reduction of blood loss, infection rates, hospitalization time, narcotic usage, and minimization of
physiological stress on the patient. Minimally invasive lumbar decompression techniques include the unilateral
lumbar laminotomy for bilateral decompression, micro-endoscopic decompressive laminectomy, and lumbar
micro-decompression (Deer 2010, Payer 2011, Smith 2012).

The mild ® (Minimally Invasive Lumbar Decompression) procedure (Vertos Medical Inc., Aliso Viejo, California) is
a minimally invasive alternative to open or endoscopic lumbar decompression in the treatment of lumbar spinal
stenosis. Mild ®treats LSS by removing small but adequate portions of the interlaminar bone (laminotomy) and
partial excision (debulking) of the ligamentum flavum (LF) to restore space in the spinal canal while minimizing
trauma to the surrounding tissue and bony structure. The procedure is typically performed under intravenous
sedation monitored anesthesia and fluoroscopic guidance. The mild ® device kit is comprised of a single-use 6
gauge (5.1 mm diameter) mild® portal cannula with trocar to access into the soft tissue of the posterior lumbar
spine, followed by a Bone Sculptor Ronguer which is used to precisely sculpt small pieces of lamina prior to tissue
resection of the hypertrophic ligamentum flavum, then the mila® Tissue Sculpture is used to remove ligamentous
and fibrous tissues from the hypertrophic ligamentum flavum (Deer 2010, 2011, Wong 2012).

The Vertos Medical mild ® Device Kit was FDA approved through the 510k process as a set of specialized surgical
instruments intended to be used to perform lumbar decompressive procedures for the treatment of various spinal
conditions (FDA website accessed June 26, 2012).

Medical Technology Assessment Committee (MTAC)

Minimally Invasive Lumbar Decompression
08/20/2012: MTAC REVIEW
Evidence Conclusion: There is insufficient published evidence to determine that mild ® Vertos procedure leads
to similar or better outcomes than traditional surgery among in patients with symptomatic spinal stenosis who
failed conservative therapy. There is limited published literature on the procedure. No published randomized
controlled trials compared the procedure to the traditional surgical approach, or to other less invasive surgical
techniques. The only published RCT to date was a small study that compared the outcomes of mild ® procedure to
epidural steroid injection (ESI) in patients with symptomatic spinal stenosis and painful lower limb neurogenic
claudication. The authors indicated that patients had to fail conservative therapy to be included in the trial, yet the
procedure was compared to epidural steroid injection (ESI), which is considered a conservative management. In
addition, the epidural steroid was delivered through interlaminar injections and not the preferable transforaminal
route to maintain blinding (according to the author). The other published studies were prospective or retrospective
case series with potential biases and were all funded by Vertos Medical the manufacturer of mild® device.
Articles: The literature search revealed one small RCT that compared the mild® procedure with epidural steroid
injection, two multicenter observational studies with no control group, and few small prospective and retrospective
case series. The RCT and the prospective multicenter observational study with one-year follow-up were selected
for critical appraisal: Brown LL. A double-blind, randomized, prospective study of epidural steroid injection vs. the
mild ® procedure in patients with symptomatic lumbar spinal stenosis. Pain Practice. 2012; 12:333-341. See
Evidence Table. Mekhail N, Vallejo R, Coleman MH, et al. Long-term results of percutaneous lumbar
decompression mild ® for spinal stenosis. Pain Practice.2012;12:184-193. See Evidence Table.

The use of minimally invasive lumbar decompression for treatment of spinal stenosis does not meet the Kaiser
Permanente Medical Technology Assessment Criteria.

Interregional New Technologies Committee

MILD PROCEDURE FOR LUMBAR SPINAL STENOSIS
INTC Review: June 30, 2023
Evidence Conclusion:
There is insufficient evidence regarding the efficacy and safety of the mild® procedure by Vertos Medical, Inc.
(MILD) for lumbar spinal stenosis (LSS), compared with treatment alternatives. The certainty of the body of
evidence is low, given limitations of the available studies. Additional details on the studies can be found in the
TPMG New Medical Technology assessment report.
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Applicable Codes

Medicare - Considered Medically Necessary when criteria in the applicable policy statements listed above
are met
Non-Medicare - Considered Not Medically Necessary

CPT® Description

Codes

62380 Endoscopic decompression of spinal cord, nerve root(s), including laminotomy, partial
facetectomy, foraminotomy, discectomy and/or excision of herniated intervertebral disc, 1
interspace, lumbar
62287 Decompression procedure, percutaneous, of nucleus pulposus of intervertebral disc, any method
utilizing needle-based technique to remove disc material under fluoroscopic imaging or other form
of indirect visualization, with discography and/or epidural injection(s) at the treated level(s), when
performed, single or multiple levels, lumbar
0275T Percutaneous laminotomy/laminectomy (interlaminar approach) for decompression of neural
elements, (with or without ligamentous resection, discectomy, facetectomy and/or foraminotomy),
any method, under indirect image guidance (eg, fluoroscopic, CT), single or multiple levels,
unilateral or bilateral; lumbar

*Note: Codes may not be all-inclusive. Deleted codes and codes not in effect at the time of service may not be
covered.

**To verify authorization requirements for a specific code by plan type, please use the Pre-authorization Code Check.

CPT codes, descriptions and materials are copyrighted by the American Medical Association (AMA). HCPCS
codes, descriptions and materials are copyrighted by Centers for Medicare Services (CMS).

09/04/2012 | 09/04/2012MPCRPC10/02/2012MPCRPC 08/06/2013MPC, 06/03/2014MPC,
04/07/2015MPC, 02/02/2016MPC, 12/06/2016MPC, 10/03/2017MPC, 09/04/2018MPC,
09/03/2019MPC, 09/01/2020MPC, 09/07/2021MPC, 09/06/2022MPC , 09/05/2023MPC

06/15/2022

MDCRPC Medical Director Clinical Review and Policy Committee
MPC Medical Policy Committee

09/01/2020 | Removed CPT code 0274T
06/15/2022 | Added 62287 CPT code (per neurosurgery consultation this is more accurate than 62380);
62380 will no longer require review after 11/1/2022
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Kaiser Foundation Health Plan
of Washington

Clinical Review Criteria

Transcatheter Mitral Valve Repair (TMVR)
e MitraClip

NOTICE: Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. (Kaiser Permanente)
provide these Clinical Review Criteria for internal use by their members and health care providers. The Clinical Review Criteria only apply to
Kaiser Foundation Health Plan of Washington and Kaiser Foundation Health Plan of Washington Options, Inc. Use of the Clinical Review
Criteria or any Kaiser Permanente entity name, logo, trade name, trademark, or service mark for marketing or publicity purposes, including on
any website, or in any press release or promotional material, is strictly prohibited.

Kaiser Permanente Clinical Review Criteria are developed to assist in administering plan benefits. These criteria neither offer medical advice
nor guarantee coverage. Kaiser Permanente reserves the exclusive right to modify, revoke, suspend or change any or all of these Clinical
Review Criteria, at Kaiser Permanente's sole discretion, at any time, with or without notice. Member contracts differ in health plan benefits.
Always consult the patient's Evidence of Coverage or call Kaiser Permanente Member Services at 1-888-901-4636 (TTY 711), Monday
through Friday, 8 a.m. to 5 p.m. to determine coverage for a specific medical service.

Criteria
For Medicare Members
CMS Coverage Manuals None
National Coverage Determinations (NCD) Transcatheter Edge-to-Edge Repair (TEER) for Mitral Valve
Regurgitation (20.33)
Local Coverage Determinations (LCD) None
Local Coverage Article None
Decision Memo Transcatheter Mitral Valve Repair (TMVR) (CAG-00438R)

For Non-Medicare Members

Transcatheter mitral valve repair using a device approved by the U.S. Food and Drug Administration for use in
mitral valve repair may be considered medically necessary for patients with symptomatic, primary mitral
regurgitation who are considered at prohibitive risk for open surgery.

Prohibitive risk for open mitral valve repair surgery may be determined based on the following:

e The documented presence of a Society for Thoracic Surgeons predicted mortality risk of 12% or greater
AND/OR

e The documented presence of a logistic EuroSCORE of 20% or greater

Transcatheter mitral valve repair with a device approved by the U.S. Food and Drug Administration may be

considered medically necessary for patients with heart failure and moderate-to-severe or severe* symptomatic

secondary mitral regurgitation despite the use of maximally tolerated guideline-directed medical therapy**.

* Moderate to severe or severe MR may be determined by:

e Grade 3+ (moderate) or 4+ (severe) MR confirmed by echocardiography

e New York Heart Association (NYHA) functional class Il, Ill, or IVa (ambulatory) despite the use of stable
maximal doses of guideline-directed medical therapy and cardiac resynchronization therapy (if appropriate)
administered in accordance with guidelines of professional societies.

**Optimal guideline directed medical therapy (GDMT) - see reference below:

https://www.jacc.org/doi/10.1016/j.jacc.2020.11.022

Transcatheter mitral valve repair is considered investigational in all other situations.

Reference

Maddox, T. M., Januzzi, J. L., Allen, L. A., Breathett, K., Butler, J., Davis, L. L., Fonarow, G. C., Ibrahim, N. E., Lindenfeld, J.
A., Masoudi, F. A, Motiwala, S. R., Oliveros, E., Patterson, J. H., Walsh, M. N., Wasserman, A., Yancy, C. W.,
Youmans, Q. R, J.L., J., Al., E., ... F.J., de A. (2021, February 1). 2021 update to the 2017 ACC expert consensus
decision pathway for optimization of heart failure treatment: Answers to 10 pivotal issues about heart failure with
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If requesting this service, please send the following documentation to support medical necessity:
e Last 6 months of clinical notes from requesting provider &/or specialist
o Name of the Food and Drug Administration (FDA) approved device to be used

The following information was used in the development of this document and is provided as background only. It is provided for
historical purposes and does not necessarily reflect the most current published literature. When significant new articles are
published that impact treatment option, Kaiser Permanente will review as needed. This information is not to be used as
coverage criteria. Please only refer to the criteria listed above for coverage determinations.

Background

Transcatheter mitral valve repair (TMVR) is used in the treatment of mitral regurgitation. A TMVR device involves
clipping together a portion of the mitral valve leaflets as treatment for reducing mitral regurgitation (MR); currently
MitraClip® is the only one with Food and Drug Administration (FDA) approval.

U.S. FDA-MitraClip Clip Delivery System (MitraClip CDS) (Abbott Vascular, Menlo Park, CA): The MitraClip CDS
received FDA approval through the PMA process on October 24, 2013. It is indicated for the percutaneous
reduction of significant symptomatic mitral regurgitation (MR = 3+) due to primary abnormality of the mitral
apparatus (degenerative MR) in patients who have been determined to be at prohibitive risk for mitral valve
surgery by a heart team, which includes a cardiac surgeon experienced in mitral valve surgery and a cardiologist
experienced in mitral valve disease, and in whom existing comorbidities would not preclude the expected benefit
from reduction of the mitral regurgitation. The device is contraindicated in patients who cannot tolerate procedural
anticoagulation or post procedural antiplatelet regimen, and those with active endocarditis of the mitral valve,
rheumatic mitral valve disease, or evidence of intracardiac, inferior vena cava or femoral venous thrombus.

The MitraClip system consists of implant catheters and the MitraClip device, a permanent implant that attaches to the
mitral valve leaflets. The procedure results in a double opening of the mitral valve that allows greater closure and
reduces mitral regurgitation.

Medical Technology Assessment Committee (MTAC)

MitraClip System
BACKGROUND
Mitral regurgitation (MR) is the second most common valvular heart disease after aortic stenosis. The natural
history of severe MR without surgical intervention is poor, leading to worsening LV failure, pulmonary
hypertension, atrial fibrillation and death. It is reported that without surgical treatment, patients with severe
symptomatic MR have an annual mortality rate of 5% per year, and as high as 60% at 5 years if associated with
significant heart failure (Mauri 2010).
MR is broadly categorized as primary or secondary. Primary MR, also known as degenerative MR (DMR),
describes an abnormality of the leaflets varying from a prolapse of an isolated segment in a normally shaped
valve, to multiple segment prolapse involving one or both leaflets in a valve with significant excessive tissue and
large annular size. Secondary MR, also known as functional MR (FMR), is secondary to left ventricular (LV)
remodeling with structurally preserved mitral leaflets. Surgical mitral valve repair/replacement remains the gold
standard for the treatment of symptomatic MR, though it has some controversy in FMR due to the lack of clear
survival benefit and high recurrence rates of MR at 1 year after surgery. Current guidelines recommend MV
surgery in patients with moderate to severe (grade 3+) or severe (4+) MR associated with symptoms or evidence
of LV dysfunction. Surgical repair of the valve before the onset of limiting symptoms or LV dysfunction can restore
normal life expectancy and quality of life. The conventional surgery for MV repair/replacement is an open-heart
surgery performed under cardiopulmonary bypass. It is reported that as many as 49% of patients in need of MR
repair or replacement are considered at high surgical risk and are denied surgical treatment due to their age,
advanced LV systolic dysfunction, previous bypass surgeries, or significant comorbidities. Patients who do not
qualify for surgical correction of the MV are treated with medical therapy alone, which may reduce their
symptoms, but does not stop the disease progression (Estevez-Loureiro 2013 Mauri 2013, Vakil 2013, Wan 2013,
Munkholm-Larsen 2014). In the past 15 years, percutaneous valve therapy has been advancing rapidly especially
for the aortic and pulmonic valve replacement. This development of percutaneous mitral valve (MV) therapies has
been slower due to the anatomy of the MV and its relationship with the left ventricle. A number of devices for MV
repair have been introduced as potential alternatives to open surgical procedures; many have failed, and more
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are at different stages of investigation. Percutaneous or minimally invasive repair systems target the MV leaflets,
annulus or the left ventricle, e.g. the Neochord DS1000, the Carillon Mitral Contour System, and the MitraClip
system. The latter is the only one in clinical use across the United States and Europe (Munkholm-Larsen 2014,
Rana 2015).

The concept of the MitraClip system (Abbott Vascular, Menlo Park, California) is based on the edge-to-edge
repair technique developed by Alfieri and colleagues in the early 2000s. This technique involves suturing of the
middle scallops of the anterior and posterior MV leaflets resulting in a double orifice valve. The MitraClip is a
single-sized system that consists of a 4mm wide cobalt chromium clip with two foldable arms designed to grasp
the moving leaflets; a 10Fr delivery catheter, with a radiopaque distal tip, and a 24-Fr steerable sleeve. The
procedure is performed in the cardiac catheterization laboratory under general anesthesia, anticoagulation, and
fluoroscopic and transesophageal echocardiographic guidance. The MV is accessed via the femoral vein and
right atrium then to the left atrium via a transseptal puncture. The system is advanced into the left ventricle and
the clip is deployed for permanent approximation of the anterior and posterior MV leaflets creating a double orifice
MV during diastole. Reduction in MR is assessed by echocardiography during the procedure, and more than one
clip may be used at the operator’s discretion. At the end, the catheters are withdrawn, and the patient treated with
aspirin for 6 months and clopidogrel for 30 days (Wan 2013, Vakil 2013, Munkholm-Larsen 2014, Rana 2015).
Several anatomic parameters must be satisfied to determine the appropriate patients for the procedure. These
differ for patients with DMR and FMR. Anatomical criteria for DMV include flail width and gap size, prolapse
location, length of posterior MV leaflet (PMVL) and MV orifice size. The criteria for MV anatomy include coaptation
depth and length, the MV orifice size, and the MV transvalvular gradient. Lesions ideal for MitraClip lie within the
central portion at the coaptation line, have a flail width <15 mm with a flail gap <10mm, and as the MitraClip
reduces the MV orifice, the preimplantation area should be >40 mm2. A hypoplastic posterior leaflet is a
contraindication, and heavy calcification, fibrosis, or deep clefts within the clip grasping area have potential for clip
implantation failure. The percutaneous MV repair with the MitraClip system depends heavily on echo-imaging
during the implantation and early on for assessing the suitability for clip placement, which is the cornerstone for
the success of the technique. It has been reported that some technical aspects of the MitraClip implantation
remain operator dependent and have not been fully standardized, and that the correct strategy for patients with
complex valve anatomy remains controversial (Paranskaya 2013, Rana 2015).

The MitraClip treatment of MR is less invasive than surgery but may be associated with potentially life-threatening
complications. The incidence of the reported procedure-related complications is generally low and varies
considerably between studies. These included bleeding that require >2 units of blood transfusion (the most
common), vascular access site complications, transseptal puncture

(which may also cause to aortic root needle puncture), partial clip detachment, clip attachment to a single leaflet,
leaflet injury or laceration, mitral valve stenosis, mitral valve injury, acute heart failure, and stroke (Bakker 2013).
According to the device manufacturer and the FDA (approval in October, 2013), MitraClip implantation is indicated
for the percutaneous reduction of significant symptomatic mitral regurgitation (MR = 3+) due to primary
abnormality of the mitral valve (degenerative MR), who have been determined to be at prohibitive risk for mitral
valve surgery by a heart team, which includes a cardiac surgeon experienced in mitral valve surgery and a
cardiologist experienced in mitral valve disease, and in whom existing comorbidities would not preclude the
expected benefit from reduction of the mitral regurgitation. It is contraindicated in patients who cannot tolerate
anticoagulation required during the procedure or antiplatelet therapy required after the procedure; in patients with
active MV endocarditis; rheumatic MV disease; and in patients with evidence of femoral venous, inferior vena
cava, or intracardiac thrombus. (http://mitraclip.com, and FDA webpage accessed July 17, 2015)
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Evidence Conclusion:

There is evidence from EVEREST Il RCT with 4 years of follow-up, that the implantation of MitraClip is less
effective than surgery in improving the mitral regurgitation in patients with moderate or severe symptomatic mitral
valve regurgitation who are suitable candidates for conventional surgery. The is low quality, but consistent
evidence from observational studies and registries that implantation of MitraClip in patients with symptomatic
moderate or severe symptomatic mitral valve regurgitation who are at high surgical risk, is feasible and is
associated with clin