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COVERAGE:

Prior to determining the coverage for surgical treatment of obesity,
conservative treatment options must have been tried and have failed.
The screening criteria listed below should be used:

1. Weight nmust have a BM of 40 kg/nmeter squared OR greater than
35kg/ meters squared in conjunction with conorbidities such as
cardi opul monary conplications or severe di abetes.

2. The condition of norbid/clinically severe obesity nust be of at
| east five years duration

3. Nonsurgi cal nethods of weight reduction nust have been
unsuccessfully attenpted for at |east five years under physician
supervi si on

(Refer to the Height and Wight table or BM table found in the
description section of this policy.)

GASTRI C RESTRI CTI VE PROCEDURES

Gastric bypass using a Roux-en-Y anastonosis (short linb up to 100cm
or vertical banded gastroplasty is considered nedically necessary in
the treatnent of norbid obesity that has not responded to conservative
nmeasur es.

Note: This policy does not address Roux-en-Y Gastric Bypass performed
primarily for the treatment of gastric reflux even though this
condition may improve following a Roux-en-Y performed for the
treatment of morbid obesity.

Gastric bypass using a Billroth Il type of anastonosis, popul arized as
the “mni gastric bypass” is considered experimental or
i nvestigational as a treatnent of norbid obesity.

Gastric banding (including the adjustable Lap Band) perfornmed

| aparoscopically or open and consisting of an external band pl aced
around the stonmach, is considered experinmental or investigational as a
treatnent of norbid obesity.

MALABSORPTI VE PRCCEDURES

e Biliopancreatic bypass (i.e., the Scopi naro procedure),
e Biliopancreatic bypass with duodenal swtch, or
e Long linb gastric bypass procedures (i.e. >100cm

are consi dered experinental or investigational as a treatnent of
nor bi d obesity.
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DESCRI PTI ON:

Morbi d obesity is defined as an increase in weight over the optim
wei ght which results in significant conplications and a shortened life
span. For exanple, norbid obesity has a significant inpact on

e cardiac risk factors,
e incidence of diabetes,
e obstructive sleep apnea, and

e various types of cancers (for men colon, rectum, and prostate;
for women, breast, uterus, and ovaries).

The first treatnment of norbid obesity should be dietary and life style
changes. Although this strategy may be effective in sone patients,
frequently the weight loss is not durable with only 5%-10% of patients
mai nt ai ni ng the weight loss for nore than a few years. Wen
conservative nmeasures fail, some patients nay consider surgica
approaches. A 1991 National Institutes of Health (N H) Consensus
Conference defined surgical candidates as those patients with a body
mass index (BM)* of greater than 40 kg/m2, or greater than 35 kg/m?2
in conjunction with severe conorbidities such as cardiopul nonary
conplications or severe diabetes. Super obesity has been described as
a BM greater than 50 kg/ m 2.

*BM is calculated by dividing a patient’s weight (in kil ograns)
by height (in neters) squared.

To convert pounds to kilograms, nultiply pounds by 0.45

To convert inches to nmeters, multiply inches by .0254

Surgery for norbid obesity (terned bariatric surgery) falls into two
general categories;

1. Gastric restrictive procedures that create a small gastric pouch
resulting in weight |oss by producing early satiety and thus
decreasing dietary intake; and

2. Mal absorptive procedures, which produce weight |oss due to
mal absor pti on wi thout necessarily requiring dietary nodification.

The followi ng summari zes the different restrictive and mal absorptive
pr ocedur es:

GASTRI C RESTRI CTI VE PROCEDURES
1. Vertical Banded Gastropl asty

This is probably the nost comon kind of gastric restrictive procedure
perfornmed in this country. The stomach is segnented along its vertica
axis to create a durable reinforced and rate-limting stoma at the
distal end of the pouch. A plug of stomach is then renoved and a
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propyl ene collar is placed through this hole and then stapled to
itself. Because the normal flow of food is preserved, netabolic
conplications are rare. Conplications include esophageal reflux,
dilation or obstruction of the stoma, with the latter two requiring
reoperation. Dilation of the stoma is a common reason for weight
regain. Vertical banded gastroplasty may be perfornmed using an open or
| apar oscopi ¢ approach.

2. Adjustable Gastric Bandi ng

Adj ust abl e gastric banding involves placing a gastric band around the
exterior of the stomach. The band is attached to a reservoir that is

i mpl ant ed subcut aneously in the rectus sheath. Injecting the reservoir
with saline will alter the dianeter of the gastric band and the stoma
in the stomach can be progressively narrowed to i nduce greater weight

| oss, or expanded if conplications devel op. Because the stonach is not
entered, the surgery and any revisions (if necessary) are relatively
sinple. Complications include slippage of the external band or band
erosion through the gastric wall. Although adjustable gastric banding
has been wi dely used in Europe, there is currently one device approved
by the U S. Food and Drug Admi nistration (FDA) for marketing in the
United States (Lap-Band Adjustable Gastric Bandi ng System manufact ured
by Bi oEnterics Corp., Carpenteria, CA) June 5, 2001. These procedures
are sonetines perforned | aparoscopically.

3. Gastric Bypass

The original gastric bypass surgeries were based on the observation

t hat post-gastrectony patients tended to | ose weight. The current
procedure involves a horizontal or vertical partition of the stomach
in association with a Roux-en-Y procedure (i.e., a gastrojejuna

anast onosi s). The fl ow of food bypasses the duodenum and proxi ma

smal | bowel. The procedure may al so be associated with an unpl easant
“dunpi ng syndronme” in which a |large osnotic |oad delivered directly to
the jejunum fromthe stonmach produces abdomni nal pain and/or vomting.
The dunpi ng syndrone may further reduce intake, particularly in
“sweets eaters.” Qperative conplications include | eakage and margi na
ul ceration at the anastonotic site. Because the normal flow of food is
di srupted there are nore netabolic conplications conpared to other
gastric restrictive procedures. These conplications include iron
deficiency anemia, vitam n B-12 deficiency, and hypocal cemia (all of
whi ch can be corrected by oral supplenentation). Another concern is
the ability to evaluate the “blind” bypassed portion of the stonmach
Gastric bypass may be performed with either an open or | aparoscopic

t echni que.

4. Mni Gastric Bypass

Recently a variant of the gastric bypass called the “nini-gastric
bypass” has been popul arized. Using a |aparoscopic approach the
stomach is segnented (simlar to a traditional gastric bypass) but
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i nstead of creating a Roux-en-Y anastonpsis the jejunumis anastonosed
directly to the stomach (simlar to a Billroth Il procedure). The
type of anastonosis used makes this procedure unique.

MALABSORPTI VE PROCEDURES
1. Biliopancreatic Bypass Procedure

The biliopancreatic bypass (BPB) procedure, developed and used
extensively in Italy, was designed to address some of the drawbacks of
the original intestinal bypass procedures that have been abandoned due
to unacceptable metabolic complications. Many of the complications
were thought to be related to bacterial overgrowth and toxin
production in the blind, bypassed segment. In contrast, BPB consists
of a subtotal gastrectomy and diversion of the biliopancreatic juices
into the distal ileum by a long Roux-en-Y procedure. The procedure
consists of the following components:

a. A distal gastrectomy functions to induce a temporary early
satiety and/or the dumping syndrome in the early postoperative
period, both of which limit food intake.

b. A 200-cm long “alimentary tract” consists of 200 cm of ileum
connecting the stomach to a common distal segment.

c. A 300- to 400-cm “biliary tract,” that connects the duodenum,
jejunum, and remaining ileum to the common distal segment.

d. A 50- to 100-cm “common tract” where food from the alimentary
tract mixes with biliopancreatic juices from the biliary tract.
Food digestion and absorption, particularly of fats and starches,
are therefore limited to this small segment of bowel, i.e.,
creating a selective malabsorption. The length of the common
segment will influence the degree of malabsorption.

e. Because of the high incidence of cholelithiasis associated with
the procedure, patients typically undergo an associated
cholecystectomy.

There are many potential metabolic complications related to
biliopancreatic bypass, including most prominently iron deficiency
anemia, protein malnutrition, hypocalcemia, and bone demineralization.
Protein malnutrition may require treatment with total parenteral
nutrition. In addition, there have been several case reports of liver
failure resulting in death or liver transplant.

2. Biliopancreatic Bypass with Duodenal Swi tch

The duodenal switch procedure is essentially a variant of the
biliopancreatic bypass described above. However, instead of performing
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a distal gastrectomy, a “sleeve” gastrectomy is performed along the
vertical axis of the stomach preserving the pylorus and initial
segment of the duodenum. This is then anastomosed to a segment of the
ileum (similar to the above procedure) to create the alimentary
segment. Preservation of the pyloric sphincter is designed to be more
physiologic. The sleeve gastrectomy decreases the volume of the
stomach and also decreases the parietal cell mass with the intent of
decreasing the incidence of ulcers at the duodenoileal anastomosis.
However, the basic principle of the procedure is similar to that of
the biliopancreatic bypass; i.e., producing selective malabsorption by
limiting the food digestion and absorption to a short common ileal
segment.

3. Long Linb Gastric Bypass (i.e., > 100 cm

Recently variations of gastric bypass procedures have been descri bed
that consist primarily of long Iinb Roux-en-Y procedures. For exanple,
the stomach may be divided with a | ong segment of the jejunum (instead
of ileum anastonbsed to the proximal gastric stunp to create the
alinmentary linb. The remaining pancreaticobiliary |linb (consisting of
stomach remant, duodenum and |ength of proximal jejunum is then
anastonpbsed to the ileumcreating a common |inb of variable Iength in
whi ch the ingested food mxes with the pancreaticobiliary juices. The
stonach may be bypassed in a variety of ways, i.e., either by
resection or stapling along the horizontal or vertical axis. Unlike
the traditional gastric bypass (essentially a gastric restrictive
procedure)these very long |inb Roux-en-Y gastric bypasses function as
a mal absorptive procedure nore simlar in concept to the

bil i opancreatic bypass. The long linmb gastric bypass is designed to
reduce the incidence of netabolic conplications but the potential
conplications are simlar to those of the biliopancreatic bypass.

Body Weights in Pounds According to Height and Body Mass Index

Each entry gives the body weight in pounds (lbs) for a person of a
gi ven hei ght and body mass index. Pounds have been rounded off. To
use the table, find the appropriate height in the left hand col um.
Move across the rowto a given weight. The nunber at the top of the
colum is the body mass index for the height and wei ght.

Body Mass | ndex (kg/ nf)

|BM |19 [20 [21 [22 |23 [24 [25 [26 |27 |28 [29 [30 |35 |40 |

HT (in.) Body Wi ght (I bs)

|58 [91 |96 [100]105 110 [115[119 124|129 |134[138[143 167|191
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59 94 99 104 | 109 | 114 | 119 | 124 | 128 | 133 | 138 | 143 | 148 | 173 | 198
60 97 102 | 107 | 112 | 118 | 123 | 128 | 133 | 138 | 143 | 148 | 153 | 179 | 204
61 100 | 106 | 111 | 116 | 122 | 127 | 132 | 137 | 143 | 148 | 153 | 158 | 185 | 211
62 104 | 109 | 115 | 120 | 126 | 131 | 136 | 142 | 147 | 153 | 158 | 164 | 191 | 218
63 107 | 113 | 118 | 124 | 130 | 135 | 141 | 146 | 152 | 158 | 163 | 169 | 197 | 225
64 110 | 116 | 122 | 128 | 134 | 140 | 145 | 151 | 157 | 163 | 169 | 174 | 204 | 232
65 114 | 120 | 126 | 132 | 138 | 144 | 150 | 156 | 162 | 168 | 174 | 180 | 210 | 240
66 118 | 124 | 130 | 136 | 142 | 148 | 155 | 161 | 167 | 173 | 179 | 186 | 216 | 247
67 121 | 127 | 134 | 140 | 146 | 153 | 159 | 166 | 172 | 178 | 185 | 191 | 223 | 255
68 125 | 131 | 138 | 144 | 151 | 158 | 164 | 171 | 177 | 184 | 190 | 197 | 230 | 262
69 128 | 135 | 142 | 149 | 155 | 162 | 169 | 176 | 182 | 189 | 196 | 203 | 236 | 270
70 132 | 139 | 146 | 153 | 160 | 167 | 174 | 181 | 188 | 195 | 202 | 207 | 243 | 278
71 136 | 143 | 150 | 157 | 165 | 172 | 179 | 186 | 193 | 200 | 208 | 215 | 250 | 286
72 140 | 147 | 154 | 162 | 169 | 177 | 184 | 191 | 199 | 206 | 213 | 221 | 258 | 294
73 144 | 151 | 159 | 166 | 174 | 182 | 189 | 197 | 204 | 212 | 219 | 227 | 265 | 302
74 148 | 155 | 163 | 171 | 179 | 186 | 194 | 202 | 210 | 218 | 225 | 233 | 272 | 311
75 152 | 160 | 168 | 176 | 184 | 192 | 200 | 208 | 216 | 224 | 232 | 240 | 279 | 319
76 156 | 164 | 172 | 180 | 189 | 197 | 205 | 213 | 221 | 230 | 238 | 246 | 287 | 328

Adapted with permission fromBray, GA, Gay, DS oesity.
Part 1. Pathogenesis. West J. Med. 1988; 149:429-41

RATI ONALE

Qut cones of bariatric surgeries are notoriously difficult to evaluate
due in part to the constantly evol ving nature of the surgery. Snal
nmodi fications are comonly nade to decrease the incidence of

post operative and | ong-term conplications. In addition there have been
no controlled studies (with one exception di scussed bel ow)that have
directly nmeasured the weight [oss and conplications associated with
the different surgical approaches, especially conparing gastric
restrictive procedures with nal absorptive procedures. Case series from
i ndi vidual institutions or individual surgeons with varying |engths of
followup donminate the literature. The outcones for specific surgeries
may differ widely anong institutions or surgeons, perhaps due to snal
variations in surgical technique, intensity of follow up, or patient
selection criteria. However, during the 1970s and 1980s both verti cal
banded gastroplasty (VBG and gastric bypass becane wi dely accepted
types of bariatric surgery. These two procedures were the focus of
the 1991 NI H Consensus Devel opnment Conference on gastrointestinal
surgery for severe obesity, which also noted that Iinited data were
avai l abl e regardi ng biliopancreatic bypass. Therefore, vertical
banded gastropl asty and gastric bypass are considered the gold
standards for the purpose of this discussion. The results of

t hese procedures will be conpared to the newer procedures not
addressed by the 1991 conference; i.e., gastric banding and

bi I i opancreatic bypass with or w thout duodenal switch.
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The followi ng outcones are considered relevant for bariatric surgery:
Wei ght | oss

There is no uniform standard for reporting results of weight |oss and
no uniform standard for describing a successful procedure. Comron

nmet hods of reporting the anount of weight |oss are percent of ideal
body wei ght achi eved or percent of excess weight loss (with the latter
nmost commonly reported). These two nethods are generally preferred
over the absolute anobunt of weight |oss since they reflect the
ultinate goal of surgery; to reduce weight into a range that

m ninizes obesity-related norbidity. Cbviously, an increasing degree
of obesity will require a greater anount of weight |oss to achieve
these target goals. There are different definitions of successfu

out cones, but a successful procedure is often considered one in which
at | east 50% of excess weight is lost, or when the patient returns to
wi thin 30% of ideal body weight.

Durability of weight |oss

Wei ght change (i.e., gain or loss) at yearly intervals is often
reported. The weight loss with gastric restrictive procedures is

t hought to be | ess durable conpared to nal absorptive procedures, due
to the dilation of the gastric pouch

QOperative and peri-operative conplications

There is an increased incidence of operative and peri-operative
complications in obese patients in general, particularly the incidence
of thronboenboli smand wound heal i ng.

Reoperati on Rate

Reoperation may be required to either “take down” or revise the
origi nal procedure. Reoperation may be particularly conmon in
vertical banded gastroplasty due to pouch dilation.

Met abolic Side Effects

Met abolic side effects are of particular concern in mal absorptive
procedures.

Final health outconmes in terns of conplications of obesity
Asi de from psychosoci al concerns (which may be consi derabl e) one of

the notivations for bariatric surgery is to decrease the incidence of
conmplications of obesity, such as:

e diabetes,
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e cardiovascular risk factors (i.e., increased cholesterol,
hypertension),

e obstructive sleep apnea, or
e arthritis.

Unfortunately, these final health outconmes are not consistently
reported.

The followi ng discussion provides a representative summary of the
literature on bariatric surgery, focusing on mal absorptive procedures
conmpared to gastric restrictive procedures.

Vertical Banded Gastropl asty

As a representative exanple of a large case series with long-term
foll ow up, MacLean and col | eagues reported on 201 patients who
underwent vertical banded gastroplasty and who were followed for a

m ni mum of 2 years. Staple line perforation occurred in 48% of
patients and 36% underwent reoperation either to repair the
perforation or to repair a stenosis at the rate-limting orifice.
However, the nore than 50% of patients who maintained an intact staple
line had durable weight |oss of 75%to 100% of excess wei ght. The
procedure was | ess successful in the super obese, defined as a BM of
>50 kg/m2, in whomonly 85 achieved an excellent result. These
results suggest that failures of vertical banded gastroplasty are
primarily technical in nature. Based on these results the authors have
altered their surgical technique by reinforcing the staple lines to
reduce the incidence of perforation. It is this type of snall change
in surgical technique that can markedly affect results anong different
surgeons. In a 1987 case series of 305 patients undergoing vertica
banded gastropl asty, there was a nean wei ght | oss of 60% of excess

wei ght at 2-year followup. In contrast to MacLean's report, there was
only a 1.3% incidence of staple line disruption. Significant decreases
in cardi ovascul ar risk factors, incidence of diabetes and sl eep apnea
have al so been reported. For exanple, Mlissas and col | eagues

eval uat ed obesity’s co-norbid conditions in 62 patients who had
undergone a vertical banded gastroplasty. Al patients were foll owed
up for 12 to 48 nonths, with 84% of patients |osing at |east 50% of
their excess weight. O the 218 weight-rel ated pathol ogic

conditions existing before the operation, 83% were either cured or

i mproved.

Gastric Bypass with Short Linmb (<100 cm

Giffen summari zed the experience of over 10,000 gastric bypass
operations froma nunber of bariatric surgeons. It was estimated that
85% of patients reduced their weight to at | east 50% above the idea
wei ght. I n about 5,000 patients who were followed up for 10 years, 80%
were able to maintain this result. Pories and coll eagues reported on
608 patients who underwent a gastric bypass procedure and were
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followed up for 1-14 years. One of the unique features of this report
is that only 3% of patients were lost to foll ow up. The average wei ght
| oss was 75% of excess wei ght at one year, declining to 50% by the

ei ghth year. The authors observed an i mediate drop in both bl ood

gl ucose and exogenous insulin requirenents after surgery. Long-term
observation of 298 patients with preoperative diabetes or inpaired

gl ucose intol erance reveal ed that 91% had normal val ues for bl ood

gl ucose and henogl obin Al-C after surgery. The incidence of
hypertensi on declined from58% before surgery to 14% after gastric
bypass.

Fl i cki nger and col | eagues reported on the incidence of diabetes and
hypertension in a case series of 397 patients. Prior to surgery, 22%
had di abetes nmellitus and 13% had i npaired glucose intol erance. After
surgery, all but one of the patients renai ned euglycemc. A total of
57% of patients were hypertensive before surgery conpared to only 18%
after surgery. Similarly, Pories and coll eagues reported that of 163
obese patients with diabetes or inpaired glucose tolerances; only 5%
remai ned with inadequate control after gastric bypass surgery and
associ ated wei ght loss. O her studies have reported that gastric
bypass surgery and wei ght |oss are associated with inprovenents in the
lipid profile.

In the one controlled trial reported, Sugarnan and col | eagues

random zed 40 patients to receive either a vertical banded
gastroplasty or a gastric bypass procedure. After 9 nonths the

gastric bypass patients had significantly greater weight |oss that
persisted a 3-year followup. The gastric bypass patients | ost

approxi mately 64% of excess wei ght, whereas the gastroplasty patients

| ost only 37% of excess weight. In this study technical differences
coul d not explain the discrepancy, since small intact gastric pouches
were seen in patients who experienced unsuccessful vertical banded
gastropl asty procedures. The aut hors hypot hesi zed that the unpl easant
dumpi ng syndrone, seen nost frequently in sweets eaters, may have been
responsi ble for the increased success of the gastric bypass procedure.
A nonr andom zed study of 200 patients reported that gastric bypass and
vertical banded gastroplasty may be equally effective in achieving 40%
excess wei ght | oss. However gastric bypass patients nmay achi eve 50%
60% of excess weight | oss. Metabolic abnormalities are seen nore
frequently in gastric bypass patients conpared to those receiving a
vertical banded gastroplasty. Anenmia, iron deficiency, vitamn B 12
deficiency, and red blood cell folate deficiency are commonly seen
abnormalities. Marginal ulcerations are also seen in gastric bypass
patients, particularly in those whose gastric pouches are too |arge
and i nclude acid-secreting parietal cells. There is currently no data
in the published nedical literature regarding a gastric bypass using a
Billroth Il anastonbsis (the “mni gastric bypass”). Wile this

surgi cal approach may result in decreased surgical tinme, the
anastonosis creates the risk of biliary reflux gastritis. This is one
of the reasons that this anastonbsis has been abandoned, in general

in favor of a Roux-en-Y anastonpsis that diverts the biliary juices
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away fromthe stomach.
Gastric Bandi ng

Gastric banding (using an external adjustable band placed around the
stomach) has been extensively used in Europe. The procedure is
designed to mmc the vertical banded gastroplasty, but is an easier,
reversible, and nore flexible surgery. Simlar to all gastric
surgeries, the literature is doninated by |arge case series from

i ndi vi dual surgeons who report varying results. Gastric banding
surgery is still an evolving procedure with band m grati on being
addressed by altering the position of the band and band erosion

addressed by stabilizing the placenment of the band. Therefore, it is
very difficult to conpare one series to another. For exanple, in this
country Doherty and col |l eagues reported on an initial experience with

adj ustabl e gastric banding in 40 patients. The authors reported an
unaccept abl e reoperation rate of 80% due primarily to technica
problens with the subcutaneously inplanted reservoir. While those with
an intact gastric band achi eved 41% excess wei ght | o0ss, the authors
concluded that revisions to the surgical procedure and inprovenents in
the device itself nust be inplenented. In a subsequent study the

aut hors reported several surgical nodifications (including |ocation of
the gastric band) and nodifications in the device itself. Al so, the
surgery was perforned | aparoscopically. Seven of the 22 patients (33%
requi red reoperation, a considerable inprovenent. 1In contrast to this
Ameri can experience, as a representative exanple, MIler and Hel

report a reoperation rate of only 7% in a case series of 158 patients.
Medi an BM decreased from 44 kg/ m2 preoperatively to 28 kg/m2 after
36 nonths. Suter and col |l eagues conpared vertical banded gastropl asty
wi th | aparoscopic gastric banding in consecutive case series. They
reported that |aparoscopic gastric banding was associated with a
significant decrease in postoperative norbidity, due primarily to a
decrease in thronboenboli smand wound infections. After 2 years of
followup there was no significant difference in weight |oss between
the 2 groups.

Bi | i opancreatic Bypass

Scopi naro (who devel oped the procedure) reports the |argest experience
with biliopancreatic bypass. In 1996, Scopinaro sumarized his
experience with 1,217 patients. The authors reported that during the
first 3 to 4 nonths after the surgery patients had decreased appetites
related to the dunping syndrone. These synptons regressed with tinme to
the point that the majority of patients could resunme eating |arge
neal s. Mst patients were eating nore than they did before the
operation. Wth followup of up to 9 years, the authors reported a
durabl e excess weight |oss of 75% suggesting that weight loss is
greater with this procedure conpared to gastric restrictive
procedures. In addition, the vast ngjority of patients reported

di sappear ance of and inprovenent of such conplications as obstructive
sl eep apnea, hypertension, hyperchol esterem a, and di abetes. The
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aut hors considered protein nmalnutrition the nbst serious netabolic
complication (occurring in alnost 12% of patients and responsible for
3 deaths). This complication nmay require inpatient treatnent with
total parenteral nutrition. To address the issue of protein

mal nutrition, 4% of patients underwent reoperation to either elongate
the common linb (thus increasing protein absorption) or had the
operation reversed (restoring normal intestinal continuity). The
authors also found that protein malnutrition was strongly related to
ethnicity and presumably eating habits with an increased incidence
anong those fromsouthern Italy where the diet contains nore starch
and car bohydrates than the north. Peripheral neuropathy nay occur in
the early postoperative period due to excessive food limtation but
may be effectively treated with | arge doses of thianine. Bone

dem neralization, due to decreased cal ci um absorption, was seen in
about 33% of patients during the first four postoperative years.

Al'l patients were encouraged to naintain an oral calciumintake of 2
gr. daily with nonthly vitam n D suppl enentation

Totte and col l eagues in Belgiumreported their experience with

bi | i opancreatic bypass in 180 patients. Prior to surgery the nean BM
was 48.8 kg/m2 and dropped to 28.8 kg/m2 at 36 nonths, corresponding
to about 70% of excess weight |loss. Six patients (3.3% experienced
serious perioperative conplications including acute dilatation of the
stonmach, diffuse peritonitis, and acute pancreatitis. Late
conplications included incisional hernia in 17% anastonotic ulcers in
10% and severe protein malnutrition requiring total parenteral
nutrition in 1.1% of the patients. Qoesity-related conplications (such
as di abetes, hypertension, or arthritis) was resolved or inproved in
all patients. Nanni and col | eagues reported on a case series of 59
patients. Wight [oss was similar to Totte and col | eagues with 78% of
excess weight |oss after 2 years. Protein deficiency was noted in 2
(3.4% patients.

The bul k of the experience with biliopancreatic bypass appears to be
in Europe, particularly Italy. There are no case series reported in
this country. According to Murr and col | eagues, biliopancreatic bypass
has not been wi dely accepted in this country due to unacceptabl e
serious long-termnorbidities. For exanple, biliopancreatic bypass has
| argely been abandoned at the Mayo clinic due to the occurrence of
steatorrhea, diarrhea, foul-snmelling stools, severe bone pain,

and the need for a life-long conmtnment to supplenental vitam ns and
mnerals. In addition, there have been scattered case reports of liver
damage, resulting either in death or liver transplant. In addition,
Murr hypot hesi zes that the incidence of protein malnutrition may be

hi gher in this country conpared to Scopinaro’s ltalian series since
the North Anerican has a higher percentage of fat and | esser anounts
of car bohydrates.

Gastric Bypass with Long Linb (>100 cm

Long |inb gastric bypass is designed prinmarily to be a nal absorptive
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procedure, differing in the lengths of the various linbs and the fact
that the jejunumis used for the alinmentary linb conpared to the il eum
in biliopancreatic bypass. In addition, as described by Mirr, the
common segnent is increased from50 to 100 cmallowi ng for greater
food absorption. These nodifications have been devel oped in an effort
to decrease the nmetabolic side effects associated with biliopancreatic
bypass. However, there has been limted reported experience. Mirr
reported on 26 patients who underwent a “very long |inb Roux-en-Y
gastric bypass.” In conparison to a case series of 11 patients who
underwent biliopancreatic bypass the authors reported simlar weight

| oss but decreased netabolic or nutritional abnormalities. This was
attributed in part to the increased | ength of the common segnment (100
cm conpared to 50 cmused in biliopancreatic bypass. Sugarman al so
attributes increasing the length of the common segnent to decreasing
nmet abolic norbidities.

Bi | i opancreatic Bypass with Duodenal Switch

The | argest case series of the above procedure is reported by Marceau,
who reported on 465 patients who underwent the duodenal switch
procedure conpared to 252 who underwent the biliopancreatic bypass.

It should be noted that in addition to the preservation of the
duodenum the commobn segnent was el ongated to 100 cm The authors
noted simlar weight loss in the 2 groups. In the duodenal swtch
group, there was a | ower incidence of netabolic abnormalities (such as
protein malnutrition) which pronpted reversal of the procedure in 1.7%
of those undergoing biliopancreatic bypass vs. only 0.1% after the
duodenal switch procedure. However, it is not known whether this
outcone is attributed to the | engthening of the conmon segnment vs.
retention of the pylorus. Hess reported on a case series of 440
patients with variable | engths of the cormmon channel. The percentage
excess weight |oss varied between 60% and 90% dependi ng on the | ength
of the comon segnment and alinentary linmb. There were 2 late deaths, 1
due to septic shock secondary to an infected panniculus and 1 rel ated
to liver failure. A total of 10 patients underwent revision to

| engt hen the common segnent secondary to | ow protein or excessive

di arrhea. Seven patients underwent shortening of the commobn segnent
due to inadequate weight | oss. Baltasar and coll eagues reported on a
case series of 60 patients undergoi ng the duodenal sw tch procedure
with a conmon segnent length of 75 cm One patient succunbed to liver
failure and another due to malnutrition. The authors questioned the
safety of the procedure.

Summary:

As noted in the Policy section, this policy suggests that

mal absorptive procedures for treatnment of norbid obesity remain

i nvestigational. This interpretation of the terminvestigational my
be questioned by those who woul d point out the procedure, particularly
t he Scopi naro procedure, has been perfornmed for sone 20 years with
results of |large case series reported in the peer-reviewed literature.
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The percent of excess weight |oss for mal absorptive procedures,
typically at or above 70% may be higher than that reported with
gastric restrictive procedures (reported at around 60% but higher
anong those patients who nmintain intact stonas. However, one of the
criteria used to define the terminvestigational is whether the

mal absor pti ve procedures are at | east as good as the alternatives;
i.e., gastric restrictive procedures. This involves a judgnent as to
whet her the acknow edged increased netabolic risks associated with

mal absor ptive procedures are nore than outwei ghed by an increased
benefit associated with potentially greater weight |oss. Wile nost of
the studies of bariatric surgeries report results in ternms of weight

| oss, the degree of weight loss is essentially an internediate
outcone. The underlying nmedical rationale for the surgery (the basis
for its coverage eligibility) is not the degree of weight |oss but the
decreased risk of the norbid conplications of obesity, i.e., a
decreasi ng i ncidence of diabetes and cardiac risk factors, anpng
others. Wile the psychosocial benefits of achieving normal wei ght nay
be compelling they are not necessarily equivalent to the nedica
benefit. As noted by Brolin, a substantial nunmber of norbidly obese
patients experience marked inprovenent of nedical problens with a
relatively modest amount of weight loss. For example, in his case
series of 130 patients undergoing bariatric surgery, over 90%
experienced resolution or inprovenent in associated synptons even

t hough only 41% of patients |ost weight to within 50% of their ideal
weight. ldeally, one would like to conpare the incidence of
norbidities in gastric restrictive vs. nal absorptive procedures.
However, there is no report of a head-to-head conpari son anong sinil ar
patients. It is difficult to conpare results between case series due
to variations in surgical procedures and different outcone
nmeasurenments. In addition, the literature focuses on the degree of

wei ght [ oss and not the incidence of obesity-related norbidities.
However, it appears that the reduction in incidence of diabetes and
cardi ovascul ar risk factors is excellent with either a gastric
restrictive or mal absorptive procedure. Therefore, this policy
regardi ng the investigational status of nal absorptive procedures is
based on the judgnent that there is not sufficient evidence to
denonstrate that the increased risks of mal absorptive procedures
conpared to restrictive procedures is outweighed by a significantly
greater reduction in obesity-related norbidities.

In the future, further modifications of malabsorptive procedures,
including further experience with long limb gastric bypasses and
refinement of surgical technique may be associated with a declining
risk of metabolic complications. However, gastric restrictive
surgeries are also evolving at the same time, with techniques focused
on fortifying the stoma such that durable weight loss can be
maintained. Finally, the results of multicentered, peer reviewed
studies using gastric banding must be evaluated when available.

PRI CI NG
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DI SCLAI MER:

State and federal |law, as well as contract |anguage, including
definitions and specific inclusions/exclusions, takes precedence over
Medi cal Policy and nust be considered first in determ ning coverage.
The nmenber’s contract benefits in effect on the date that services are
rendered nust be used. Any benefits are subject to the paynent of
premiuns for the date on which services are rendered. Medi cal

technol ogy is constantly evol ving, and we reserve the right to review
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and update Medical Policy periodically.

HMO Bl ue Texas physicians who are contracted/affiliated with a

capi tated | PA/ nedi cal group must contact the |PA/ nedical group for

i nformati on regardi ng HMO cl ai ns/ rei nbursenent information and ot her
general polices and procedures.
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