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BACKGROUND PURPOSE

[68Ga]Ga-PSMA = Prostate Specific Membrane Antigen labelled with gallium-68 (68Ga)? In nuclear medicine and radiopharmacy
settings, dose reassignment may require

This extemporaneously prepared hospital radiopharmaceutical contains a radionuclide with time- _ _
temporary storage of prefilled syringes.

dependent decay and is administered intravenously for prostate cancer diagnosis?3.

| o o | | | However, data on the medium-term
Preparation and administration involve polymer-based syringes (polypropylene, polyisoprene), sometimes shysicochemical stability of the [68Ga]Ga-
containing a silicone rubber and lubricant?, as well as metallic needles. PSMA solution in syringes are limited.
These materials may induce container—content interactions (absorption, adsoption, leachable release...) We aim to determine the maximally
that can alter pH and compromise radiopharmaceutical stability>®. In addition, trace metals, particularly acceptable storage period in contact with
iron (Fe?**, Fe**), may interfere with 68Ga radiolabeling efficiency®’. these materials that allow a safe
The stability of [68GalGa-PSMA in contact with these materials has not been, to our knowledge, reassignment ; provided that the
investigated, and the impact on dose reassignment remains unclear. radioactive activity is sufficient.

MATERIALS & METHODS RESULTS

Fig 1: Synthesis of [¢3Ga]Ga-PSMA and Fig 4: Graphical reprgsentation of the average radiochemical purity (RCP) obtained at
syringe filling each measurement time (T0, T30, T60, and T90).
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Fig 3 : Radiochemical purity (RCP)
determination

CONCLUSION & DISCUSSION

Complexed

N [(3Ga]Ga-PSMA The results show that the [°*®GalGa-PSMA solution remains compliant with the
n gg Uncomplexed specifications®10 throughout the entire analysis period of its RCP. No alteration of the
F: £ ‘é [nga]ic;z = radiopharmaceutical was observed, nor any harmful container—content interaction detected.
O § § e The improvement in RCP at T90 may result from radiochromatograph saturation at TO (due to high
W - |a;/er' s l radiopharmaceutical activity), attenuating the complexed [68Ga]Ga peak, or from the radioactivity
Chromatography Migration distance on the decay reducing the impurity peak within the device’s limits. In both cases, the peaks area ratio
Radioactivity detectorf strip (mm) increases over time, improving the RCP until it becomes significantly different.
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Overall, sufficient residual activity ensures physicochemical stability, allowing safe delayed clinical use.

f. Elysia-Raytest®, Straubenhardt; Germany

1. Académie Nationale de Pharmacie. Gallium Ga-68 gozétotide — Le dictionnaire. Le dictionnaire de 'académie de Pharmacie. Université de

Complexed [68Ga] Ga area Strabourg 2023. 2. Toavina A. LOCAMETZ 25 microgrammes,. Haute Autorité de Santé 04042023. 3. Ladriere T, Aussage L, Vigne J. Container-content

RCP — interactions with radiopharmaceuticals: Seeing is believing. European Journal of Pharmaceutics and Biopharmaceutics. 2024;196:114200. doi:
Total [68Ga] Ga area 10.1016/j.ejpb.2024.114200 4. Nipro Medical Europe. SYRINGE | Nipro. 2019. 5. Sautou V. Guide méthodologique des études de stabilité des

préparations. Clermont-Ferrand] [Pau: SFCP GERPA 2013. 6. Oehlke E, Le VS, Lengkeek N, et al. Influence of metal ions on the 68Ga-labeling of

DOTATATE. Applied Radiation and Isotopes. 2013;82:232-8. doi: 10.1016/j.apradiso.2013.08.010 7. Cusnir R, Cakebread A, Cooper MS, et al. The
effects of trace metal impurities on Ga-68-radiolabelling with a tris(3-hydroxy-1,6-dimethylpyridin-4-one) (THP) chelator. RSC Adv. 2019;9:37214-21.
doi: 10.1039/C9RA07723E. 8. Gillings N, Todde S, Behe M, et al. EANM guideline on the validation of analytical methods for radiopharmaceuticals.
EJNMMI Radiopharmacy and Chemistry. 2020:5:7. 9. Novartis Europharm Limited. RESUME DES CARACTERISTIQUES DU PRODUIT. 09122022. 10.
Gallium (68Ga) PSMA-11 injecti... - European Pharmacopoeia 11.8. 2021.

(PSMA'’s solution purity threshold
allowing injection)

RCP = 97%

With the support of the « Association \\“— h Contact details: g e
des Internes et des Anciens Internes ea p ] ] T
en Pharmacie des Hépitaux de Lyon » (((( of E;'; T'ifﬁ“'i"“"t Ni | S.ma | |e @ C h U- |y() N _fr

making the diffen n medicatio




	Section par défaut
	Diapositive 1 RADIOCHEMICAL STABILITY OF [⁶⁸Ga]Ga-PSMA IN INJECTION SYRINGES: EVALUATION FOR SAFE DOSE REASSIGNMENT


