








are available to facilitate safe switching by providing flexibility in dosing. For previously untreated
patients, initiate treatment using dilutions made from the 10,000 BAU/mL concentrate. If tolerated and
symptoms justify a higher dosage, then use of dilutions made from the 100,000 BAU/mL concentrate
is warranted. Proceed with caution when using 100,000 BAU/mL in higher doses.

When converting a patient who is currently receiving non-standardized grass pollen extracts, it is
recommended that skin testing be performed to compare the potency of the new and old extracts. If
you choose not to skin test as recommended, but to continue therapy, the maximum first dose of the
new allergenic product should not exceed 10% (1/10) of the previous dose.

This is offered as a suggested schedule for average patients and will be satisfactory in most cases.
However, the degree of sensitivity varies in many patients. The size of the dose should be adjusted and
should be regulated by the patient’s tolerance and reaction. The size of the dose should be decreased if the
previous injection resulted in marked local or the slightest general reaction. Another dose should
never be given until all local reactions resulting from the previous dose have disappeared.

In some patients, the dosage may be increased more rapidly than called for in the schedule. In
seasonal allergies, treatment should be started and the interval between doses regulated so that at
least the first twenty doses will have been administered by the time symptoms are expected. Thus, the
shorter the interval between the start of immunotherapy and the expected onset of symptoms, the
shorter the interval between each dose. Some patients may even tolerate daily doses. A maintenance dose,
the largest dose tolerated by the patient that relieves symptoms without producing undesirable local or
general reactions, is recommended for most patients. The upper limits of dosage have not been
established; however, doses larger than 0.2 mL of the glycerin concentrate may be painful due to the
glycerin content. The dosage of allergenic extract does not vary significantly with the respiratory
allergic disease under treatment. The size of this dose and the interval between doses will vary and can
be adjusted as necessary. Should symptoms develop before the next injection is scheduled, the
interval between doses should be decreased. Should allergic symptoms or local reactions develop
shortly after the dose is administered, the size of the dose should be decreased. In seasonal allergies, it
is often advisable to decrease the dose to one-half or one-quarter of the maximum dose previously attained
if the patient has any seasonal symptoms.

The interval between maintenance doses can be increased gradually from one week to 10 days, to
two weeks, to three weeks, or even to four weeks if tolerated. Repeat the doses at a given interval three or
four times to check for untoward reactions before further increasing the interval. Protection is lost rapidly
if the interval between doses is more than four weeks. (See WARNINGS Section.)

The usual duration of treatment has not been established. A period of two or three years of injection
therapy constitutes an average minimum course of treatment.

TABLE 4

TEN-FOLD DILUTION SERIES
Standardized Extracts Labeled 100,000 BAU/mL

BAU/mL
Dilution Extract + Diluent = Concentration

0 Concentrate + 0mL = 100,000
1 1 mL concentrate  + 9 mL = 10,000
2 1 mL dilution #1 +9mL = 1,000
3 1mLdilution#2  + 9mL = 100
4 1 mL dilution #3 +9mL = 10
5 1 mL dilution#4  + 9mL = 1.0
6 1mLdilution#5  + 9mL = 0.10
7 1 mL dilution#6  + 9mL = 0.010

4. Pediatric Use
The dose for the pediatric population is the same as for adults. (See PRECAUTIONS.)

5. Geriatric Use
The dose for elderly patients is the same as for adult patients under 65.4

HOW SUPPLIED: Standardized allergenic extracts of grass pollens are supplied for diagnostic and therapeutic use:
Diagnostics:
Extracts: Pollens*
Prick/puncture tests, 10,000 BAU/mL and 100,000 BAU/mL [50% glycerin (v/v)] in 5 mL dropper vial.
Intradermal Tests [Aqueous] of 100 BAU/mL in 5 mL vial, and 1,000 BAU/mL in 5 mL vial.
(Intradermal test solutions may contain up to 5% glycerin.)
*Bermuda grass, 10,000 BAU/mL is highest concentration.

Bulk Therapeutics [50% glycerin (v/v)] in multiple dose vials:

Extracts: Pollens*

10 mL vial, in strengths of 100,000 BAU/mL and 10,000 BAU/mL

30 mL vial, in strengths of 100,000 BAU/mL and 10,000 BAU/mL

50 mL vial, in strengths of 100,000 BAU/mL and 10,000 BAU/mL
*Bermuda grass, 10,000 BAU/mL only.

Storage:

The expiration date of pollen extract in 50% glycerin is listed on the container label. The extract should
be stored at 2°- 8°C. Dilutions containing less than 50% glycerin are less stable and, if loss of potency is
suspected, should be checked by skin testing with equal units of a freshly prepared dilution on known
pollen allergic individuals.

The expiration date of the intradermal tests is listed on container labels. Store at 2°- 8°C.

LIMITED WARRANTY: A number of factors beyond our control could reduce the efficacy of this product
or even result in an ill effect following its use. These include storage and handling of the product after it
leaves our hands, diagnosis, dosage, method of administration and biological differences in individual
patients. Because of these factors, it is important that this product be stored properly and that the
directions be followed carefully during use.

No warranty, express or implied, including any warranty of merchantability or fitness, is made.

Representatives of the Company are not authorized to vary the terms or the contents of any printed
labeling, including the package insert, for this product except by printed notice from the Company’s
headquarters. The prescriber and user of this product must accept the terms hereof.
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