This is to inform you of a voluntary product recall of:
GARDASIL®9 (Human Papillomavirus 9-valent Vaccine, Recombinant),
Lot N029069 and Lot M743R56
Merck has initiated this voluntary recall because a limited number of prefilled syringes in
Lot N029069 may be labeled with an incorrect lot number and expiration date. Merck
began shipping Lot N029069 on April 2, 2018. The incorrect lot number that may be
printed on prefilled syringes is Lot M743R56 and the incorrect expiration date is
01/02/03. The table below shows the lot and expiry information for the GARDASIL 9
prefilled syringes that are the subject of this recall.

Correct
Incorrect

Lot
N029069
M743R56

Expiry
17MAY2020
01/02/03

The incorrect lot number and expiry is a default setting of the label printer. This printing
error has no effect on the safety, potency, or efficacy of any prefilled syringes of
GARDASIL 9. All prefilled syringes within these lots are within expiry. If product labeled
Lot N029069 or Lot M743R56 has been administered to a patient, revaccination is not
necessary, but you should confirm that the patient’s medical record reflects the correct
lot and expiry.
The supply of GARDASIL 9 will not be impacted by this recall. GARDASIL 9 Lot
N029069 and Lot M743R56 are the only lots impacted by the recall and were distributed
solely within the United States. There is adequate inventory to replace recalled product
at this time.
For questions about the recall process (including how to return the recalled product),
please contact:


Stericycle, Inc.: 877-643-8438

For questions about this recall or to report any adverse events following vaccination,
please contact:


Merck National Service Center: 800-672-6372 Select Prompt #1 then Prompt
#2. (Monday to Friday 8:00 AM to 7:00 PM ET)
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