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December 9, 2024

SUBMITTED ELECTRONICALLY

RE: Anthem Blue Cross’s Improper Claims Processing and Denial of Claims for
Allergen Immunotherapy (CPT Codes 95165, 95115, and 95117)

Dear Dr. i}, Anthem Chief Medical Officer:

The Advocacy Council of the American College of Allergy, Asthma and Immunology (“ACAAI”)
together with its sponsoring organization, the ACAAI, write to express serious concerns
regarding Anthem Blue Cross’ (“Anthem’s”) excessive audits and improper pre-payment denials
of claims for allergen immunotherapy services described by Current Procedural Terminology
(“CPT”) codes 95165, 95115, and 95117. The Advocacy Council and the ACAAI represent the
interests of more than 6,000 allergists-immunologists and allied health professionals nationwide.
Many of our members practice in the state of California and provide allergen immunotherapy
services to your enrollees. Allergists/immunologists and otolaryngologists regularly provide
patient-specific allergen immunotherapy in treating allergic rhinitis, allergic conjunctivitis, allergic
asthma, and hymenoptera sensitivity. Allergen immunotherapy is tailored to the unique needs of
the enrollee and is described by three CPT codes. CPT code 95165 describes the supervision
of the preparation and provision of allergens and dilutions, and CPT codes 95115 and 95117
describe the subcutaneous injection of allergen extracts.

It has come to our attention that Anthem has been engaging in inappropriate claims processing
practices concerning allergen immunotherapy, including:

e Failing to provide advanced notice of all necessary documentation required to process
claims for CPT codes 95165, 95115, and 95117.

o Repeatedly requesting additional documentation that is extraneous for purposes of
processing claims for CPT codes 95165, 95115, and 95117.

o Improperly denying claims for CPT codes 95165, 95115, and 95117 based on alleged
documentation errors that are inconsistent with ACAAI standards.

These inappropriate claims processing practices result in significant financial hardship for
allergy practices, which are predominantly small practices with limited resources to appeal,
pursue the provider dispute resolution process, or produce large volumes of documentation.
The financial strain caused by Anthem'’s practices jeopardizes the viability of continuing to
provide this important service to your enrollees. Moreover, we are concerned that Anthem’s
current claims processing practices contravene California regulations and the California Unfair
Business Practices Act.
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Therefore, we urge Anthem to amend its current medical review process and, instead, evaluate
claims for allergen immunotherapy services described by CPT codes 95165, 95115, and 95117
in accordance with the guidance jointly published by ACAAI, the American Academy of Allergy
Asthma and Immunology (“AAAAI”), and the American Academy of Otolaryngic Allergy
(“AAOA”)." See Enclosed Guidance. We welcome the opportunity to meet with Anthem’s
clinical team to discuss the proper evaluation of allergen immunotherapy services.

Joint Guidance for the Evaluation of Claims for Allergen Immunotherapy Services

It is critically important that Anthem’s policies be based on guidelines or literature developed by
organizations representing medical specialties. Anthem’s California Facility and Professional
Provider Manual states that “Anthem conducts Claim reviews or audits to confirm that charges
for covered healthcare services are accurately reported and reimbursed in compliance with the
Provider or Facility Agreement and Anthem’s policies and procedures as well as general
industry standard guidelines and regulations.” California Facility and Professional Provider
Manual at 133 (emphasis added). ACAAI, AAAAl and AAOA—as medical societies
representing the field of allergy—establish general industry standards guidelines.

On November 5, 2024, ACAAI, AAAAI, and AAOA jointly released guidance to advise payors of
the documentation that they should—and should not—require in their review of claims for
payment for services described by CPT codes 95165, 95115, and 95117.2 The following
summarizes our guidance on reasonable and unreasonable documentation requests for CPT
codes 95165, 95115, and 95117. We believe that Anthem should not request additional
documentation beyond the following list of reasonable documentation. We have also included a
list of unreasonable documentation requests for illustrative purposes only. It is not intended to
be an exhaustive list of unnecessary documents for processing claims for allergen immunology
services. We believe adoption of these recommendations is necessary to improve efficiency and
reduce unnecessary burdens on practices. Therefore, we urge Anthem to evaluate claims for
allergen immunotherapy services in accordance with this guidance. Please refer to the enclosed
guidance for a more detailed explanation of our recommendations.

CPT Code 95165

“Professional services for the supervision of preparation and provision of
antigens for allergen immunotherapy; single or multiple antigens (specify number
of doses)”

Based on the collective expertise and experience in the field of allergy medicine, ACAAI, AAAAI,
and AAOA, strongly recommend that Anthem limits its documentation requests to the following
documents to determine the medical necessity of CPT code 95165.

1J. Allen Meadows et al., Guidance for the Evaluation by Payors of Claims Submitted Using Current
Procedural Terminology Codes 95165, 95115, and 95117, Annals of Allergy, Asthma, & Immunology.
2 This guidance document supersedes any document or manual published previously by the above
organizations.
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Reasonable Requests for Documentation

1. The identity of the physician who established the treatment plan.

2. The identity of the patient and a short description of the clinical indications for allergen
immunotherapy.

3. Abrief description of the treatment plan and the date on which it was formulated.

4. A description of the response to allergy immunotherapy and the need for continued
allergen immunotherapy at routine visits.

5. Asigned and dated order for allergen extract listing the allergy extract ingredients (i.e.,
antigens), concentrations (Allergy Unit, Bioequivalent Allergy Unit, and weight to
volume), volumes of extract, and diluent (cubic centimeters or milliliters) should be
available to document the contents of both the initial and refill allergy extracts vial.

6. The initials of the allergen extract compounding healthcare professional.

Unreasonable Requests for Documentation

A demand for the following documentation when a claim is submitted under CPT code 95165 is
unnecessary and unduly burdensome on allergy practices.

1. Arequirement that allergy extracts billed under CPT 95165 be based on a volume of 1
ml. or some other insurer-specific maximum. Depending on the condition of the patient
and the composition of the appropriate allergen, the patient may receive injections of
different volumes and require additional extract vials. In addition, there are limits to the
number of allergens that can be compounded in a vial. Annual dose limits should allow
these variations.

2. Adhering to medically unlikely edits (“MUES”) limits or insurer-specific unit maxima. It is
often the standard of care to provide allergen extracts that are not 1 mL.

3. Compounding logs for each dilution and lot numbers.
4. Results of allergy skin testing.
CPT Codes 95115 and 95117

CPT Code 95115 “Professional services for allergen immunotherapy not including
provision of allergenic extracts; single injection”

CPT Code 95117 “Professional services for allergen immunotherapy not including
provision of allergenic extracts; 2 or more injections”
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The following documentation is appropriate to request to determine whether services described
by CPT codes 95115 and 95117 are medically necessary.

Reasonable Requests for Documentation

1. The date of the injection, the patient’s name, and the patient’s birth date.

2. The dose administered, specifying volume, dilution, and number of injections.
3. The site(s) of the injection (e.g., right arm).

4. The initials or signature of the person administering the injection.

Unreasonable Requests

To require the following documentation for every claim submitted under these two codes
imposes an entirely unnecessary and time-consuming burden on small practices.

1. Date of vial expiration/’best use by”.

2. Full planned dosing schedule.

3. Specification of subcutaneous administration. Anthem recognizes that all injections are
subcutaneous.?

4. Signature of ordering healthcare professional. It is quite burdensome to obtain the
signature of the ordering professional every time that a claim is submitted.

5. Credentials of the person administering the injection.
6. Ahistory of previous injections.

We believe that Anthem should adopt the aforementioned standards for processing claims for
CPT codes 95165, 95115, and 95117.

Anthem’s Improper Practices that Delay or Deny Payment of Allergen Immunotherapy

Our California members have informed ACAAI of an alarming trend in claims processing
practices that has resulted in significantly delayed payment or nonpayment for medically
necessary allergen immunotherapy services. Specifically, it is our understanding that, during
prepayment review, Anthem repeatedly requests additional documentation from allergy
practices that is unnecessarily burdensome and extraneous for purposes of processing claims
for CPT codes 95165, 95115, and 95117. For instance, it was brought to our attention that for
claims reported with CPT code 95165, Anthem is requesting compounding logs and results of
allergy skin testing. We have also been made aware that for claims reported with CPT codes

3 Anthem, Allergy Immunotherapy (Subcutaneous) (CG-MED-52) (Apr. 10, 2024).
4
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95115 or 95117, for instance, Anthem has requested the signature of the ordering healthcare
professional.

As described above, ACAAI, AAAAI, and AAOA believe that these requests are unnecessary to
process claims for CPT codes 95165, 95115, and 95117. Small allergy practices have devoted
considerable resources gathering additional documentation requested by Anthem. Given the
volume of documentation requests and the workforce shortages across the United States, the
time expended to respond to extraneous documentation requests places a significant burden on
small practices. Often, the reimbursement amounts at issue do not justify the burden associated
with frivolous documentation requests or appeals. This results in allergy practices absorbing a
financial loss for the provision of medically necessary services.

Notably, Anthem has not published any notice to practitioners describing the exact
documentation necessary to process CPT codes 95165, 95115, or 95117. Although Anthem has
published general policies on documentation, these publications do not describe the
documentation that Anthem has repeatedly requested from allergists. This failure to provide
advanced notice of all necessary documentation required to process claims for CPT codes
95165, 95115, and 95117 has resulted in considerable confusion and frustration among
allergists in California.

In addition to the meritless and burdensome documentation requests, it is our understanding
that Anthem has also been denying claims for CPT codes 95165, 95115, and 95117 based on
alleged documentation errors that are not based on clinical guidelines or Anthem’s written
policies. The denials and delays of payment underscore a fundamental misunderstanding of
allergen immunotherapy. Anthem’s actions result in significant financial hardship for small
practices, which, in turn, interferes with patient access to critically important treatment.

Moreover, we are concerned that Anthem’s claims processing practices contravene California
regulations and the California Unfair Practices Act. We believe that Anthem’s aforementioned
practices may constitute an unfair payment pattern pursuant to Cal. Code Regs. tit. 28, §
1300.71. As you are aware, California regulations prohibit plans from using “demonstrable and
unjust payment pattern[s]” or “unfair payment patterns,” such as “repeated delays in the
adjudication and correct reimbursement of provider claims.” Notably, prohibited conduct
includes “[t]he failure to provide a provider with an accurate and clear written explanation of the
specific reasons for denying, adjusting or contesting a claim;” and “[t]he inclusion of contract
provisions in a provider contract that requires the provider to submit medical records that are not
reasonably relevant.” Further, California requires every insurer to “conduct and diligently pursue
a thorough, fair and objective investigation” and “not persist in seeking information not
reasonably required for or material to the resolution of a claim dispute.” Cal. Code Regs. tit. 10 §
2695.7(d). We believe that Anthem has not complied with these regulations.

Further, the California Unfair Business Practices Act prohibits “any unlawful, unfair or fraudulent
business act or practice.” Cal. Bus. & Prof. Code § § 17200. The “unlawful” prong proscribes
business practices that violate any law, including federal and state laws. Under the second
prong—"“unfair” business practices—the California Unfair Business Practices Act authorizes a
cause of action if an act is “unfair” within the meaning of the Act. We are concerned that
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Anthem’s excessive audits and consistent denials of claims reported with CPT codes 95165,
95115, and 95117 constitute an “unfair” practice.

Accordingly, we urge Anthem to halt its current claims processing practices and, instead, adopt
the joint guidance described in detail above and attached here. We welcome the opportunity to
meet with Anthem to discuss this request, and we stand ready to work with Anthem to ensure
that your members receive medically necessary allergy care. We thank you for your attention to
this important matter. If you have any questions or to schedule a meeting, please contact Dr.
Allen Meadows at jallenmeadows@gmail.com.

Sincerely,
ey V6 S/\ ( -
e — el e /{. i |
. i{“_\Y —
James M. Tracy, DO, FACAAI Travis A. Miller, MD, FACAAI
President, ACAAI Chair, Advocacy Council
Enclosures
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Guidance for the Evaluation by Payors of Claims Submitted Using Current Procedural
Terminology Codes 95165, 95115, and 95117
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Introduction

This Guidance was jointly developed equally by the Ameri-
can Academy of Allergy Asthma and Immunology (AAAAI), the
American Academy of Otolaryngic Allergy (AAOA), and the
American College of Allergy, Asthma and Immunology (ACAAI)
to advise insurance companies and other payors of the docu-
mentation that they should, and should not, require in their
review of claims for payment for services covered by Current
Procedural Terminology (CPT) codes 95165, 95115, and 95117.
The goal of the Guidance is to assist payors to develop a pro-
cess for reviewing claims submitted under these 3 codes in a
manner that is efficient, fair, and not unduly burdensome. This
document supersedes any document or manual published previ-
ously by the above organizations.

The Guidance is divided into 2 parts. The first part explains each of
the 3 codes, the services that are covered by these codes, and the
medical necessity of those services. The second part describes what
the 3 organizations believe are reasonable requests for

Disclaimer: This article, “Guidance for the evaluation by payors of claims submitted
using CPT codes 95165, 95115, and 95117", has been co-published in Annals of Allergy,
Asthma & Immunology, International Forum of Allergy & Rhinology, and The Journal of
Allergy and Clinical Immunology: In Practice. While the editorial has been formatted in
each journal’s style, the content is identical.

Address correspondence to: J. Allen Meadows, MD, University of Alabama at Birming-
ham, 345 N Lake Rd, Birmingham, AL, 35242. E-mail: jameadows@att.net.

https://doi.org/10.1016/j.anai.2024.09.011

documentation and what we submit are unreasonable requests. It
first addresses code 95165 and then codes 95115 and 95117.

The 3 Current Procedural Terminology Codes and the Services
That They Cover

The Codes

For more than 100 years, allergists/immunologists and otolaryng-
ologists have prescribed and provided patient-specific, disease-modi-
fying allergen immunotherapy in treating allergic rhinitis, asthma,
and atopic dermatitis. This therapy is covered by 3 different CPT
codes. Specifically, CPT code 95165 is the code for the supervision of
the preparation and provision of multiple allergen components and
dilutions. The CPT code 95115 covers professional services in connec-
tion with a single injection of allergen immunotherapy, not including
provisions of allergenic extracts. The CPT code 95117 applies when
professional services are performed in connection with 2 or more
injections of allergen immunotherapy, not including provision of
allergenic extracts.

The Medical Necessity of the Procedures Covered by the Codes

All the procedures covered by these 3 codes are medically neces-
sary for patients experiencing allergic rhinitis, asthma, or atopic der-
matitis. Each patient is different. The physician must therefore make

1081-1206/© 2024 American College of Allergy, Asthma & Immunology. Published by Elsevier Inc. All rights are reserved, including those for text and data mining, Al training, and
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a sound professional judgment regarding an appropriate treatment
plan, with consideration of national recommendations. The allergen
immunotherapy plan may involve multiple allergen components and
dilutions. Thus, the services covered by 95165 are essential to ensure
that a patient with one of the conditions previously described will
have a treatment plan, formulated in the reasonable judgment of a
qualified physician specialist in light of the patient’s specific medical
condition, that is most likely to succeed in treating the patient’s con-
dition—with the least likelihood of complications or contraindica-
tions. Codes 95115 and 95117 describe the subcutaneous injection of
patient-specific extract in accordance with the prescribed dosage
schedule determined by the ordering physician. These injections are
the approved method of delivery and are medically necessary for the
proper treatment of the patient.

Proper and Improper Documentation Requirements

The AAAAI, AAOA, and ACAAI recognize that insurance companies
and other payors have a right to take reasonable steps to ensure that
claims by physicians for payment for services are (1) for medically
necessary services that were performed for the patient and (2) prop-
erly coded. In recent years, however, payors have increasingly
demanded multiple, detailed documentation that is both highly bur-
densome to the physician and generally unnecessary. These demands
have caused significantly delayed payment—or worse yet, nonpay-
ment for entirely appropriate procedures.

In the first part of this section, we describe what the 3 organizations
regard as reasonable and unreasonable requests for documentation of
claims submitted under 95165. In the second part, we describe what we
believe to be reasonable and unreasonable requests for documentation
of claims submitted under 95115 and 95117. For each of the requests to
which we object, we explain the basis for our objection.

95165
Reasonable Requests for Documentation

As previously noted, CPT code 95165 describes professional services
for the supervision of preparation and provision of antigens for allergen
immunotherapy, single or multiple antigens. It requires specification of
the number of prescribed doses. Accordingly, we believe that the fol-
lowing requests by the payor for documentation are reasonable: (1) the
identity of the physician who established the treatment plan; (2) the
identity of the patient and a short description of the clinical indications
for allergen immunotherapy; (3) a brief description of the treatment
plan and the date on which it was formulated; and (4) a description of
the response to allergy immunotherapy and the need for continued
allergen immunotherapy at routine visits.

In addition, a signed and dated order for allergen extract listing
the allergy extract ingredients (ie, antigens), concentrations (Allergy
Unit, Bioequivalent Allergy Unit, and weight to volume), volumes of
extract, and diluent (cubic centimeters or milliliters) should be avail-
able to document the contents of both the initial and refill allergy
extracts vial. Initials of the allergen-extract compounding healthcare
professional should also be included. The information described in
this subsection is all that a payor should need to determine whether
the service was medically necessary and appropriately coded.

Unreasonable Requests for Documentation

In addition to the information previously outlined, some insurers
require that allergy extracts billed under 95165 must be based on a
volume of 1 mL or on some other insurer-specific maximum. We sub-
mit that this requirement is contrary to the standard of practice and
therefore inappropriate.

As previously noted, each patient is different. Depending on the
unique immunotherapy protocol for each patient, dosages vary, and
the number of doses should not be based on a 1-mL or other prede-
termined volume. Rather, depending on the condition of the patient
and the composition of the appropriate allergen, the patient may
receive injections of different volumes and require additional extract
vials. For example, certain antigens cannot be compounded together
owing to protease activity requiring separation of molds and cock-
roach antigen from pollens, dust mites, and animal dander. In addi-
tion, there are limits to the number of allergens that can be
compounded in a vial. Thus, it is entirely appropriate for a physician
to submit a claim under 95165 for extracts that are not based on a
volume of 1 mL or on some other predetermined volume. Annual
dose limits should allow these variations.

For many years, Medicare was the only payer that used 1 mL as
the dose, and it is confusing when CPT and most insurance companies
use the CPT definition of a dose. Centers for Medicare & Medicaid
Services has also developed “medically unlikely edits (MUEs),” which
it uses to determine the number of units it regards as billable for a
particular service or procedure, including for 95165 based on a 1-mL
dose.

For the reasons previously explained, it is often the standard of
care to provide allergen extracts that are not 1 mL. Accordingly, we
request that, in reviewing claims submitted under 95165, private
payors not use MUEs or insurer-specific unit maxima but rather, in
accordance with the language of CPT, respect the dosage determined
by the physician if the information described in the previous subsec-
tion is provided by the submitting physician.

In addition to improper use of MUEs, several other unreasonable
requests relating to claims submitted under 95165 have been ren-
dered. In particular, compounding logs for each dilution and lot num-
bers are not necessary to document compliance with the
requirements of 95165. Demands for these logs are unnecessary and
simply make the claims process less efficient and more burdensome.

Similarly, the results of allergy skin testing are necessary only for
billing skin testing codes. This information should not be required for
every claim submitted under 95165. A demand for documentation of
this information whenever a claim is submitted under 95165 is
unnecessary and unduly burdensome. Such a demand should not
routinely be made.

95115 and 95117
Reasonable Requests for Documentation

Traditionally, allergen extracts are formulated for a patient under
the supervision of an allergist. The formulation process for com-
pounding allergen extracts involves prescribed amounts of extracts
compounded in sterile 5-to-10 mL vials. The series of injections may
start at a 10,000-fold (or higher) dilution of the final “maintenance
vial” of concentration extract. A typical schedule is in increasing
increments starting at 0.05 mL through 0.5 mL through each vial until
the maintenance dose is reached.

In these circumstances, the following documentation would be
reasonable to support a claim submitted under 95115 or 95117: (1)
the date of the injection, the name, and birth date of the patient; (2)
the dose administered, specifying volume, dilution, and number of
injections; (3) the site(s) of the injection; for example, right arm; and
(4) the initials or signature of the person administering the injection
(whether actual or electronic).

This documentation is all that a payor should need to satisfy itself
that an injection or injections were properly administered to the
patient. As explained in the next subsection, demands for additional
documentation call for unnecessary and unduly burdensome infor-
mation.
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Unreasonable Requests for Documentation

The AAAAI, AAOA, and ACAAI submit that the following documen-
tation is unnecessary, and that provision of this information is often
unduly burdensome: (1) date of vial expiration/“best use by”"; (2) full
planned dosing schedule; (3) specification of subcutaneous adminis-
tration; (4) signature of ordering healthcare professional; (5) creden-
tials of the person administering the injection; (6) a history of
injections; and (7) multiple audit requests.

We now explain the reasons for our position.

Initially, 95115 and 95117 cover professional services for the
administration of allergen immunotherapy. The claim for payment
therefore should, as previously noted, indicate that the injection was
administered, and the name of the patient, the date of the injection,
the site of the injection, a description of the dose administered, and a
verification by the person who administered the injection. However,
absent some strong reason to believe that the person giving the injec-
tion did not follow proper protocols, there is no justification for
demanding the date of vial expiration. Such a demand serves no pur-
pose other than to make the process more burdensome.

The same conclusion applies to demands for the fully planned
dosing schedule, the credentials of the person administering the
injection, and the history of injections. All these demands place a bur-
den on the claimant to show that the injection was administered
according to standards of care. However, the inescapable fact is that
most injections are administered according to the planned dosing
schedule by properly credentialed professionals and agree with the
history of injections. To require this information on every claim sub-
mitted under these 2 codes imposes an entirely unnecessary and
time-consuming burden—and for no legitimate reason except the
rare instance in which the payor has good reason to believe that
some wrong-doing is being perpetrated.

Similarly, there is no purpose in demanding specification of subcuta-
neous administration. All injections are subcutaneous. There is also no
need to routinely require the signature of the ordering healthcare pro-
fessional. It is quite burdensome to obtain the signature of the ordering
professional every time that a claim is submitted. In addition, there are
no work relative value units associated with 95115 or 95117. For a
well-tolerated allergy injection encounter, a physician does not need to
examine the patient and does not need to sign off on a treatment
schedule that they have already prescribed and signed.

Finally, we are aware that in some instances, there have been
multiple audit requests or that all claims are routinely audited.

Claims should not be routinely audited unless the payor presents evi-
dence that a provider has been chronically filing incorrect claims.
Routine audits of all claims can interfere with patient care and ulti-
mately cause delays in treatment. We do not object to follow-up
audit requests when a response to the reasonable requests described
above have not been provided. Nor do we object to follow-up
requests when the payor has evidence suggesting that a particular
injection has been administered improperly. However, absent these
considerations, multiple audit requests impose undue burden, delay
payment that should be timeously rendered, and cannot be justified.

Conclusion

The AAAAT, AAOA, and ACAAI recognize that it is reasonable for
insurance companies and other payors to request documentation to
show that a claim submitted under CPT code 95165, 95115, or 95117
is for a medically necessary service that has been performed and has
been properly coded. Accordingly, in this Guidance, we have pre-
sented the documentation that in our judgment is reasonable for
payors to request. This documentation is itself quite substantial.

At the same time, we respectfully submit that demands for several
kinds of additional documentation that have been made by some
insurers are unnecessary. These demands serve only to make the
claims process less efficient and to impose an undue burden on the
entity submitting the claim—at least when the payor has no sound
reason to believe that a particular claimant has acted improperly.
Whenever we have characterized a particular category of requested
documentation as excessive, we have sought to explain the reasons
for our position.

All 3 organizations would be pleased to meet with any payor that
would like to discuss this Guidance. As noted at the outset, our goal is
to work with payors to assist them in developing a process for review
of claims under codes 95165, 95115, and 95117 that is efficient, fair,
and not unduly burdensome.
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