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[Privacy] CR 24 Years F uu Apr 2025

#1 Device breakage [Device breakage] (10012575 v28.0) / Outcome : recovered / Start date : uu-Apr-2025 / End date :
30-Apr-2025

#2 Vulvovaginal discomfort [Vulvovaginal discomfort] (10047786 v28.0) / Outcome : recovered / Start date : 29-Apr-2025 /
End date : 30-Apr-2025

(dose per interval/unit/separate dose/text)

#1 FemeGyn Ring® 0.120mg /0.015mg each 24 hours vaginal release (Etonogestrel; Ethinylestradiol); Batch/Lot number :
V021

Unknown #1 Vaginal use

#1 Hormonal contraception

#1 uu-May-2024 / #1 1 Year

#1  /  / Continuing :  / 
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14-19. SUSPECTS DRUGS (full)

Seq. No.                              :   1
Drug                                    :   FemeGyn Ring® 0.120mg /0.015mg each 24 hours vaginal release (Etonogestrel; Ethinylestradiol)
Daily dose                           :   Unknown
Dosage text                         :   
Route of administration       :   Vaginal use
Batch / Lot number              :  V021
Indication for use                 :   Hormonal contraception (10073728 v28.0)
Therapy dates (start/end)    :   uu-May-2024 / 
Therapy duration                 :   1 Year
Did reaction abate ?            :   Yes
Did reaction reappear ?       :   Yes-No (rechallenge was done, reaction did not recur)

CASE DESCRIPTION (Case narrative)

Non serious case received from partner Menarini with day 0 = 05May2025 and reference CA-02042025. Case regarding a Femegyn ring that broke and caused
vulvovaginal discomfort. 

Start date: April-2025 / End date: 30-April-2025
2) Vulvovaginal discomfort (10047786)
Start date: 29-April-2025 / End date: 30-April-2025 (After dechallenge).

Patient presents at the pharmacy and indicates that since the night of April 29, she presented vaginal discomfort that she describes as a "sting", patient indicate that it was
more intense over time. On April 30, the discomfort was greater and she decided to remove the ring (she had placed the ring since April 23), which had a break in the union
part and therefore she did not replace it.

At the pharmacy they told her that she had to insert a new device and that if more than 3 hours had passed since removing the previous one, she had to use an additional
barrier method for seven days.

The patient places a new device and reports no discomfort again, the patient has recovered from the reported discomfort.

Note: Patient is using Femegyn Ring since May 2024.

Case related to product defect – PD code: LF CC940 || Batch: V021 / Expiration date: 09/2025on-serious by the reporter. 

The company has assessed Device breakage and Vulvovaginal discomfort as probably related to Etonogestrel + Ethinylestradiol therapy using the Karch Lasagna 
algorithm (modified). 

DUPLICATE NUMBERS

#1    CA-04052025 (MENARINI)
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