Short-acting and Long-acting
Buprenorphine Therapeutic Drug Levels
Following Single Subcutaneous
Administration in Diabetic Yucatan Miniswine

Hanks BC, Schlink S, Brown LD, Luna M, Liu YS, Liu J,
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The information contained in this study is provided for educational and informational purposes only,
and should not be construed as suggesting, implying, establishing or making claims in any manner or
respect regarding the safety, efficacy or therapeutic benefit of any of Wedgewood's compounded drug
preparations. Any such claims can only be made with respect to drugs that have been tested in
accordance with studies and labels approved by the United States Food and Drug Administration.
Wedgewood is a compounding pharmacy whose preparations, by law, are not required to go through
FDA's new drug approval process and, therefore, have not been tested for safety and efficacy.
Wedgewood does not and should not be construed to make any safety, efficacy or other health claims
about its compounded drug preparations and any implication to the contrary is specifically disavowed.

The information contained in this study is not intended to be a substitute for professional medical

advice, diagnosis, or treatment. Always seek the advice of a practitioner with any questions you may
have regarding a medical condition or the medications used to treat it.

Important Update:

In order to remain compliant with the most current regulatory guidelines, we have updated the
labeling on our SR formulations from Buprenorphine and Meloxicam SR to Buprenorphine and
Meloxicam in Polymer. As of April 1, 2024, SR preparations mentioned in the attached study
are now labeled as in Polymer, with no changes to the formulation of the medication(s).
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Administration in Yucatan Miniswine

Hanks BC1, Schlink S1, Brown LD1, Luna M2, Liu YS2, Liu J1,
Stricker-Krongrad A1, Bouchard GF1.

RESULTS

Buprenorphine plasma drug profile curves showed that BUP
peaked at 2,192 pg/ml for the high-dose and 842 pg/mL for the low
dose (Table 1 and Figure 1). Short-acting BUP drug was in plasma
for 480 min (above 0.1 ng/mL efficacious threshold for 8 hrs). BUP
SR plasma drug profile curves showed peaks at 1795.5 pg/ml at
240 min (high-dose) or at 1531.8 pg/mL (low dose) at 30 min
(Table 2 and Figure 2). Sustained release drug was present in
plasma for at least 96 hrs for both high- & low-dose (above 0.1
ng/mL). Table 3 presents pK analysis parameters by drug group
(includes Cmax Tmax, T1/2, Clast, Tlast, AUClast, AUCa, Vz/F,
CI/F, MRTlast). Of significance, the higher dose BUP SR reached
Tmax quicker than did the lower dose SR (5.4 vs. 9.1 hr). Two of 4
high dose SR animals exhibited considerable variability (Tmax: 1.5
& 12 hr) from the other two animals Tmax of 4 hours each.

For standard buprenorphine HCI animals were dosed subcutaneously (left flank fold)
with either 0.01 mg/kg (low-dose) or 0.02 mg/kg (high-dose), while for sustained
release buprenorphine the dose was either 0.12 mg/kg (low-dose) or 0.24 mg/kg
(highdose) s.c. in left flank-fold.

Table 1. High vs. Low Dose SA Buprenorphine Dosed
Subcutaneously In db Yucatan: Group Plasma Means
(pg/mL) Over Time (N=4)
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