
Am
er

ic
an

 A
ca

de
m

y 
of

 O
to

la
ry

ng
ic

 A
lle

rg
y 

| C
lin

ic
al

 C
ar

e 
St

at
em

en
ts

 | 
Au

gu
st

 2
02

0

8

contact@aaoallergy.org | https://aaoallergy.org | 202.955.5010 | 11130 Sunrise Valley Drive, Suite 100, Reston, VA 20191

IM
M

UN
OT

HE
RA

PY

Note: American Academy of Otolaryngic Allergy’s (AAOA) Clinical Care Statements attempt to assist otolaryngic allergists by sharing summaries of recommended therapies
and practices from current medical literature. They do not attempt to define a quality of care for legal malpractice proceedings. They should not be taken as recommending
for or against a particular company’s products. The Statements are not meant for patients to use in treating themselves or making decisions about their care. Advances
constantly occur in medicine, and some advances will doubtless occur faster than these Statements can be updated. Otolaryngic allergists will want to keep abreast of the
most recent medical literature in deciding the best course for treating their patients.

Immunotherapy Vial Preparation—
Practical Considerations 

After undergoing allergy testing, either in vivo 
or in vitro, a patient may elect to pursue 
subcutaneous (SCIT) or sublingual (SLIT) 
allergy immunotherapy. Once prescribed, 
the immunotherapy vials may be formulated 

in physician’s office, under sterile conditions according 
to the current USP General Chapter <797> Pharmaceu-
tical Compounding – Sterile Preparations standards. 
Learn more at: http://www.aaoallergy.org/practice-2/
practice-resource-tool-kit/ or at http://www.ups.org/
compounding/general-chapter-797.   

Allergy immunotherapy vials must include additives for 
bacteriostasis and preservation of potency. There are 
three available diluents and additives presently used in 
the preparation of immunotherapy vials used for either 
subcutaneous or sublingual routes. It is recommended 
that agents that are bacteriostatic and act as antigen 
stabilizers be utilized.

●	Glycerin can act as both a bacteriostatic agent and 
an antigen stabilizer in higher concentrations. 

●	Phenolated saline, which is used as the main diluent 
in formulating immunotherapy vials, is bacteriostatic. 
However, when used without an additive a marked 
decrease in antigen potency was noted.1, 2, 3

●	Human serum albumin (HSA) acts as a stabilizer 
and also decreases adherence of the antigen to 
glass vials.1, 2, 4, 5, 6

When preparing immunotherapy vials for sublingual 
therapy one should consider using 50% glycerin as the 
diluent, to incorporate the bacteriostatic and stabilizing 
properties and improve palatability. 

In addition, it is recommended that allergy practitioners 
maintain consistency with antigen lots and antigen sup-
pliers as much as possible to reduce variation of potency 
and dose.2

However, the AAOA recognizes the need to switch 
antigen suppliers under certain circumstances. Caution 

should be used when changing lots of individual anti-
gens, and especially when changing antigen suppliers, 
as potency can vary significantly, even in well-character-
ized or standardized extracts. 

If a change in antigen supplier is necessary, options 
include:

1	Re-testing affected patient(s) with the antigens from 
the new antigen supplier to establish new endpoints 
for immunotherapy thereby establishing a new safe 
initial dose.

2	 Implementing the recommendations of the antigen 
supplier for conversion. 

In all circumstances, a new vial test is highly recom-
mended whenever a new lot of antigen or a new antigen 
supplier is used.

Also, several clinical scenarios have been identified in 
which a single treatment vial for immunotherapy may not 
be adequate. It is recommended to consider separat-
ing antigens with known high proteolytic activity from 
antigens that are sensitive to proteases or antigens with 
low proteolytic activity to preserve their potency over the 
course of immunotherapy treatment.3, 7 

In addition, at least temporary separation of antigens 
into more than one vial may be considered when there 
are antigens to which a patient is highly sensitized, in 
order to minimize the risk of reaction, as well as, avoid 
hindering advancement of less sensitive antigens during 
escalation.3, 7, 8 Also, separation may be necessary if the 
number of antigens included in the patient’s vaccine 
exceeds what is allowable based on the total volume of 
the treatment vial.3, 7

For further information on supervision, “incidence to,” 
and beyond-use date (BUD), please refer to the Clinical 
Care Statement on Allergen Extract Compounding of 
In Office Immunotherapy Vials and the AAOA’s Practice 
Resources Toolkit — www.aaoallergy.org/practice-2/
practice-resource-tool-kit/ 
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