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Oscar Clinical Guideline: Immune Globulin Weight-Based Dosing Criteria (PG256, Ver. 1)

Immune Globulin Weight-Based Dosing Criteria

Disclaimer

Clinical guidelines are developed and adopted to establish evidence-based clinical criteria for
utilization management decisions. Clinical guidelines are applicable according to policy and plan
type. The Plan may delegate utilization management decisions of certain services to third parties who

may develop and adopt their own clinical criteria.

Coverage of services is subject to the terms, conditions, and limitations of a member’s policy, as well
as applicable state and federal law. Clinical guidelines are also subject to in-force criteria such as the
Centers for Medicare & Medicaid Services (CMS) national coverage determination (NCD) or local
coverage determination (LCD) for Medicare Advantage plans. Please refer to the member’s policy
documents (e.g., Certificate/Evidence of Coverage, Schedule of Benefits, Plan Formulary) or contact

the Plan to confirm coverage.

Summary

This policy provides evidence-based criteria for dosing optimization of immune globulin products. This
policy applies to all immune globulin products administered intravenously (IVIG) or subcutaneously
(SCIG), and is to be used in conjunction with the Plan's medical necessity criteria for both medical and
pharmacy benefits. The purpose is to ensure appropriate dosing based on clinical evidence while

promoting safe and cost-effective use.

This policy establishes criteria for using ideal body weight (IBW) or adjusted body weight (adjBW) rather
than total body weight (TBW) when calculating immune globulin doses. The use of adjusted body weight
(adjBW) or ideal body weight (IBW) for dosing of immune globulin products in appropriate individuals is
supported by clinical evidence and expert consensus. This includes, but are not limited to:

e Immune globulin products primarily distribute in the extracellular fluid space, with limited

distribution in adipose tissue.



e Clinical studies demonstrate equivalent efficacy when using adjBW versus total body weight
(TBW) for dosing in individuals whose actual weight significantly exceeds their IBW.
e Use of adjBW in appropriate individuals can:
o Reduce the risk of adverse effects related to excessive dosing.
o Maintain therapeutic efficacy while optimizing cost-effectiveness.
e Regular monitoring of clinical response and IgG levels ensures therapeutic adequacy when using

adjusted dosing weights.

Definitions
"Adjusted Body Weight (adjBW)" is weight calculation that accounts for drug distribution in adipose
tissue:

e adjBW = IBW + [0.4 x (TBW - IBW)]

"Body Mass Index (BMI)" is a calculated measure of body weight relative to height, expressed in kg/m?,
used to estimate body fat:

e BMI = weight (kg) / [height (m)]?

"Ideal Body Weight (IBW)" is weight calculation based on height and gender using the Devine formula:
e Males: IBW = 50 kg + 2.3 kg for each inch over 5 feet
e Females: IBW = 45.5 kg + 2.3 kg for each inch over 5 feet

"IgG Trough Level" is the lowest concentration of immunoglobulin G in the blood, measured
immediately before the next scheduled dose:
e For IVIG: Measured just prior to the next infusion.

e For SCIG: Measured at steady state, typically after 6-8 weeks of therapy.

"Total Body Weight (TBW)" is the actual measured weight of the member.

Initial Authorization Criteria
For ALL requests, the following weight-based dosing requirements must be met:
1. Documentation must include ALL of the following:
a. Current height and weight (obtained within past 30 days); and
b. Calculated Body Mass Index (BMI); and
c. Calculated ideal body weight (IBW); and



d. Proposed dose and frequency of administration; AND
2. Weight-based dose calculations must follow ONE of the following:
a. For members members with BMI <30 kg/m? OR whose actual body weight is <120% of
IBW, dose will be calculated using actual body weight; or
b. For members with BMI =30 kg/m? OR whose actual body weight is >120% of IBW, dose
will be calculated using adjusted body weight (adjBW), i.e., adjBW = IBW + [0.4 x (actual
weight - IBW)]; or
c. For members whose actual body weight is less than IBW, dose will be calculated using
actual body weight; or
d. Dose may be calculated using actual body weight when ANY of the following apply:
i. Pediatric members age <15 years; or
ii.  Pediatric members age <18 years and weight <50 kg; or
iii.  Clinical documentation supports medical necessity due to conditions affecting
fluid/weight status (such as significant edema, fluid overload, or other volume
status abnormalities); AND
3. For members transitioning from IVIG to SCIG, initial SCIG dose should be calculated based on

previous IVIG dose using appropriate conversion factor per FDA labeling.

If the above criteria are met, the requested product may be approved for the requested duration or

according to the following durations, whichever is lesser:

e up to 12-months when authorized in conjunction with approved medical necessity criteria,

whichever is lesser.

e Up to 3 months for dose optimization during initiation/titration.

Reauthorization Criteria
Reauthorization for up to 12 months (or in alignment with the approved medical necessity criteria
authorization timeframe, whichever is less) may be granted when recent clinical documentation (within
past 30 days) supports ALL of the following:
1. Current weight and height measurements; AND
2. Positive clinical response to therapy at current dose, as demonstrated by at least one of the
following:
a. Maintenance of appropriate IgG trough levels for the indication; or
b. Reduction in frequency or severity of infections compared to baseline; or

c. Improvement or stabilization of disease-specific symptoms or validated clinical scores; or



d. Reduction in disease-related hospitalizations or healthcare utilization; AND

3. Ongoing adherence to the weight-based dosing requirements specified in the Initial

Authorization Criteria (e.g., using IBW or adjBW when appropriate).

Dosing Considerations

A. Dose rounding requirements:

1.
2.

Final calculated dose should be rounded to the nearest vial size.

Combination of vial sizes should be used to minimize waste. When combining multiple
vial sizes, select the combination that minimizes waste without risking significant
underdosing or overdosing.

If dose cannot be rounded to available vial sizes, clinical rationale must be provided.
Note: While dose rounding to nearest vial size minimizes waste, clinicians should
consider that underdosing may result in subtherapeutic levels and compromised
efficacy, while overdosing may increase adverse effect risks. Document clinical rationale

if rounding significantly deviates from calculated dose.

B. Maximum dose requirements:

1.

The total monthly dose must not exceed the maximum FDA-approved or guideline-
supported dosing for the specific indication.

New dose requests above standard limits should be supported by valid clinical
justification (e.g., subtherapeutic IgG levels despite adherence and confirmed

appropriate administration).

Experimental or Investigational / Not Medically Necessary

Weight-based dosing for immune globulin products for any of the following scenarios is considered not

medically necessary by the Plan:

e Use of actual body weight for dose calculations in members >120% of IBW without documented

clinical necessity (e.g., fluid overload, significant edema).

e Dose calculations that exceed maximum FDA-approved dosing for the indication without

supporting clinical evidence.

e Weight-based dosing that deviates from published dosing guidelines or evidence-based

recommendations without adequate clinical justification.

e Use of non-optimal vial combinations resulting in significant product waste when more efficient

dose rounding options are available.



e Continued use of initial weight-based dosing when documented clinical response indicates need

for dose adjustment.

The following use of weight-based dosing methods for immune globulin products is considered
experimental, investigational, or unproven by the Plan, including but not limited to:
e Alternative weight adjustment formulas or factors not supported by clinical evidence or
established guidelines.
e Novel or unvalidated approaches to weight-based dose calculations.
e Weight-based dosing methodologies that have not been evaluated in clinical trials or peer-

reviewed literature.

Applicable Billing Codes (HCPCS/CPT Codes)

Service(s) name

CPT/HCPCS Codes considered medically necessary if criteria are met:

Code Description

11459 Privigen
Injection, immune globulin (privigen), intravenous, non-lyophilized (e.g., liquid),

500 mg

1551 Cutaquig
Injection, immune globulin (cutaquig), 100 mg

Asceniv
J1554 . . .
Injection, immune globulin (asceniv), 500 mg

Cuvitru
J1555 . . .
Injection, immune globulin (cuvitru), 100 mg

Bivigam
J1556 L o
Injection, immune globulin (bivigam), 500 mg

Gammaplex

J1557 Injection, immune globulin, (gammaplex), intravenous, non-lyophilized (e.g.,
liquid), 500 mg

Xembify

Injection, immune globulin (xembify), 100 mg

J1558

Hizentra




J1559

Injection, immune globulin (hizentra), 100 mg

J1561

Gammaked
Injection, immune globulin, (Gamunex/Gamunex-C/Gammaked), nonlyophilized
(e.g., liquid), 500 mg

J1561

Gamunex-C
Injection, immune globulin, (Gamunex/Gamunex-C/Gammaked), nonlyophilized
(e.g., liquid), 500 mg

J1566

Gammagard S/D
Injection, immune globulin, intravenous, lyophilized (e.g., powder), not otherwise
specified, 500 mg

J1568

Octagam
Injection, immune globulin, (octagam), intravenous, non-lyophilized (e.g., liquid),
500 mg

J1569

Gammagard
Injection, immune globulin, (gammagard liquid), non-lyophilized, (e.g., liquid),
500 mg

J1572

Flebogamma; Flebogamma DIF
Injection, immune globulin, (Flebogamma/Flebogamma Dif), intravenous,
nonlyophilized (e.g., liquid), 500 mg

J1575

Hyqvia

Injection, immune globulin/hyaluronidase, (hygvia), 100 mg immune globulin

J1576

Panzyga
Injection, immune globulin (panzyga), intravenous, non-lyophilized (e.g., liquid),
500 mg

J1599

Alyglo (immune globulin intravenous [human])
Injection, immune globulin, intravenous, nonlyophilized (e.g., liquid), not
otherwise specified, 500 mg

J3590

Yimmugo (immune globulin intravenous, human - dira)

Unclassified biologics

ICD-10 codes considered medically necessary if criteria are met:

Code Description

A04.71 Enterocolitis due to Clostridium difficile, recurrent

A04.72 Enterocolitis due to Clostridium difficile, not specified as recurrent
A48.3 Toxic shock syndrome

BO1.9 Varicella without complication




B97.4

Respiratory syncytial virus as the cause of diseases classified elsewhere

D59.11 Warm autoimmune hemolytic anemia

D59.19 Other autoimmune hemolytic anemia

D69.3 Immune thrombocytopenic purpura

D70.8 Other neutropenia

D80.0 Hereditary hypogammaglobulinemia

D80.1 Nonfamilial hypogammaglobulinemia

D80.2 Selective deficiency of immunoglobulin A [IgA]

D80.3 Selective deficiency of immunoglobulin G [IgG] subclasses

D80.4 Selective deficiency of immunoglobulin M [IgM]

D80.5 Immunodeficiency with increased immunoglobulin M [IgM]

D80.6 Antibody deficiency with near-normal immunoglobulins or with
hyperimmunoglobulinemia

D80.7 Transient hypogammaglobulinemia of infancy

D80.8 Other immunodeficiencies with predominantly antibody defects

D80.9 Immunodeficiency with predominantly antibody defects, unspecified

D81.0 Severe combined immunodeficiency [SCID] with reticular dysgenesis

D81.1 Severe combined immunodeficiency [SCID] with low T- and B-cell numbers

D81.2 Severe combined immunodeficiency [SCID] with low or normal B-cell numbers

D81.4 Nezelof's syndrome

D81.6 Major histocompatibility complex class | deficiency

D81.7 Major histocompatibility complex class Il deficiency

D81.89 Other combined immunodeficiencies

D81.9 Combined immunodeficiency, unspecified

D82.0 Wiskott-Aldrich syndrome

D82.1 Di George's syndrome

D82.2 Immunodeficiency with short-limbed stature

D82.3 Immunodeficiency following hereditary defective response to Epstein-Barr virus

D82.4 Hyperimmunoglobulin E [IgE] syndrome




D82.8 Immunodeficiency associated with other specified major defects

D82.9 Immunodeficiency associated with major defect, unspecified

D83.0 Common variable immunodeficiency with predominant abnormalities of B-cell
numbers and function

D83.1 Common variable immunodeficiency with predominant immunoregulatory T-cell
disorders

D83.2 Common variable immunodeficiency with autoantibodies to B- or T-cells

D83.8 Other common variable immunodeficiencies

D83.9 Common variable immunodeficiency, unspecified

G04.00 Acute disseminated encephalitis and encephalomyelitis, unspecified

G04.01 Postinfectious acute disseminated encephalitis and encephalomyelitis
(postinfectious ADEM)

G04.02 Postimmunization acute disseminated encephalitis, myelitis and
encephalomyelitis

G25.82 Stiff-man syndrome

G35 Multiple sclerosis

G61.0 Guillain-Barre syndrome

G70.00 Myasthenia gravis without (acute) exacerbation

G70.01 Myasthenia gravis with (acute) exacerbation

G70.80 Lambert-Eaton syndrome, unspecified

G70.81 Lambert-Eaton syndrome in disease classified elsewhere

G73.1 Lambert-Eaton syndrome in neoplastic disease

140.8 Other acute myocarditis

140.9 Acute myocarditis, unspecified

J12.1 Respiratory syncytial virus pneumonia

J20.5 Acute bronchitis due to respiratory syncytial virus

J21.0 Acute bronchiolitis due to respiratory syncytial virus

L10.0 Pemphigus vulgaris

L10.2 Pemphigus foliaceous

L51.1 Stevens-Johnson syndrome

L51.2 Toxic epidermal necrolysis [Lyell]




L51.3 Stevens-Johnson syndrome-toxic epidermal necrolysis overlap syndrome
L94.4 Gottron's papules

M30.3 Mucocutaneous lymph node syndrome [Kawasaki]

M33.00 Juvenile dermatomyositis, organ involvement unspecified

M33.01 Juvenile dermatomyositis with respiratory involvement

M33.02 Juvenile dermatomyositis with myopathy

M33.03 Juvenile dermatomyositis without myopathy

M33.09 Juvenile dermatomyositis with other organ involvement

M33.10 Other dermatomyositis, organ involvement unspecified

M33.11 Other dermatomyositis with respiratory involvement

M33.12 Other dermatomyositis with myopathy

M33.13 Other dermatomyositis without myopathy

M33.19 Other dermatomyositis with other organ involvement

M33.20 Polymyositis, organ involvement unspecified

M33.21 Polymyositis with respiratory involvement

M33.22 Polymyositis with myopathy

M33.29 Polymyositis with other organ involvement

M33.90 Dermatopolymyositis, unspecified, organ involvement unspecified
M33.91 Dermatopolymyositis, unspecified with respiratory involvement

M33.92 Dermatopolymyositis, unspecified with myopathy

M33.93 Dermatopolymyositis, unspecified without myopathy

M33.99 Dermatopolymyositis, unspecified with other organ involvement

M35.81 Multisystem inflammatory syndrome

M35.89 Other specified systemic involvement of connective tissue

M36.0 Dermato(poly)myositis in neoplastic disease

P94.0 Transient neonatal myasthenia gravis

T45.1X5A Adverse effect of antineoplastic and immunosuppressive drugs, initial encounter
T45.1X5D Adverse effect of antineoplastic and immunosuppressive drugs, subsequent

encounter




T86.10 Unspecified complication of kidney transplant
T186.11 Kidney transplant rejection
T86.20 Unspecified complication of heart transplant
T86.21 Heart transplant rejection
T86.290 Cardiac allograft vasculopathy
T86.30 Unspecified complication of heart-lung transplant
T86.31 Heart-lung transplant rejection
T86.40 Unspecified complication of liver transplant
T86.41 Liver transplant rejection
T86.810 Lung transplant rejection
T86.819 Unspecified complication of lung transplant
T86.850 Intestine transplant rejection
T86.890 Other transplanted tissue rejection
G11.3 Cerebellar ataxia with defective DNA repair
G61.81 Chronic inflammatory demyelinating polyneuritis
D81.5 Purine nucleoside phosphorylase [PNP] deficiency
D84.9 Immunodeficiency, unspecified
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Appendix A: Weight-Based Dosing Calculations

The following standardized calculations should be used when determining appropriate dosing weights:

Table 1: Weight-Based Dosing Formulas

Type of Weight Formula Notes

50 kg + [2.3 x (height in inches - 60)] For height >5 feet (60 inches)
|deal Body Weight (IBW) -

Male 50 kg - [2.3 x (60 - height in inches)] For height <5 feet (60 inches)

45.5 kg + [2.3 x (height in inches - 60)] | For height >5 feet (60 inches)

|deal Body Weight (IBW) -

Female 45.5 kg - [2.3 x (60 - height in inches)] | For height <5 feet (60 inches)
Adjusted Body Weight IBW + [0.4 x (actual weight - IBW)] For members >120% IBW
(adjBW)
Examples:

1. Male member, 5'10" (70 inches):
o IBW=50kg +[2.3 x (70 - 60)] = 73 kg

2. Female member, 5'6" (66 inches):
o IBW=455kg +[2.3 x (66 - 60)] = 59.3 kg

3. Member with IBW of 60 kg and actual weight of 90 kg:
o adiBW =60 +[0.4 x (90 - 60)] = 72 kg
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