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Voluntary
Nationwide Recall
for one lot of
ORTHO-NOVUM 1/35
and two lots of
ORTHO-NOVUM
7/7/7 Due to
Incorrect Veridate
Dispenser
Instructions

ORTHO-NOVUM 1/35 37u2u 1 lot wag ORTHO-NOVUM
7/1/7 3731 2 lots Falusudinpuriuiln Sfeddgye
norethindrone/ethinyl  estradiot  ¥89US¥Y Janssen
Pharmaceuticals, Inc. 1184370 Veridate® dispenser pack
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ORTHO-NOVUM 1/35

v a o '3 vas

ORTHO-NOVUM 7/7/7

NDC NDC

Product Expiration
Descripts Number Number Lot No. Dah
escription ate

P (carton) (pouch)
ORTHO- 50458-176-06 | 50458-176-28 | 18BM114 | 03/2020
NOVUM®
1/35
ORTHO- 50458-178-06 | 50458-178-28 | 18CM120 03/2020
NOVUM®
7177
ORTHO- 50458-178-12 | 50458-178-12 | 188M110 | 03/2020
NOVUM®
77/7

ety/Recalls/ucm625012.
htm
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Company Announcement

When a company announces a recall, market withdrawal, or safety alert, the FDA posts the company's
announcement as a public service. FDA does not endorse either the product or the company.

Janssen Issues Voluntary Nationwide
Recall for one lot of ORTHO-NOVUM 1/35
and two lots of ORTHO-NOVUM 7/7/7 Due
to Incorrect Veridate Dispenser
Instructions

For Immediate Release

November 2, 2018

Contact
Consumers

Janssen
1 -800-526-7736

Media
Andrew Wheatley

+1 (609) 664-1797

Announcement

H

; View Product Photos

The ORTHO-NOVUM® product itself remains safe and effective for use with the appropriate dispenser
instructions

TITUSVILLE, NJ — Janssen Pharmaceuticals, Inc. has initiated a voluntary recall of one lot of ORTHO-
NOVUM® 1/35 (norethindrone/ethinyl estradiol) Tablets and two lots of ORTHO-NOVUM® 7/7/7
(norethindrone/ethinyl estradiol) Tablets to the pharmacy level. The patient information provided inside affected
packages of ORTHO-NOVUM® does not include the appropriate instructions for the Veridate® dispenser.

https://www.fda.gov/SafetleecaIls/ucm62501 2.htm 13
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The potential risk of taking ORTHO-NOVUM® without the appropriate instructions for correct use of the
Veridate® dispenser pack is that the consumer could take the pills in the incorrect order (still receiving an
effective dose) or could take an inactive "reminder" pill instead of an "active" pill which could lead to
breakthrough bleeding or an unintended pregnancy.

ORTHO-NOVUM® 1/35 and ORTHO-NOVUM® 7/7/7 tablets are indicated for the prevention of pregnancy in
women who elect to use this product as a method of contraception.

The ORTHO-NOVUMR® product itself remains safe and effective for use with the appropriate dispenser
instructions. Women should continue to take the 21 "active" pills (with hormones) (peach for ORTHO-NOVUM®
1/35; white, light-peach and peach for ORTHO-NOVUM® 7/7/7) for three weeks, followed by the one week of
green "reminder" pills (without hormones).

The three lots affected by this recall are:

Product Description | NDC Number (cartoh) NbC Numbér (pouch) | Lot No. 3 Eipiration Date
ORTHO-NOVUM® 1/35 - 50458-176-06 | 50458-1 76-28 18BM114 | .03I2020
ORTHO-N.OVUM.® 77 50458—178-06 S 504581 78-28 . 18CM12O |  03:.'2020. |
ORTHO-NOVUM® 7/7/7 | .-5.0458-1 78-12 5045.8.-.1”78-12 | 18BM110 _03/2020

This recall only affects the U.S., and no other ORTHO® contraceptive products beyond the three lots listed
above are impacted by this recall action. ORTHO TRI-CYCLEN LO®, ORTHO TRI-CYCLEN®, ORTHO
MICRONOR® and ORTHO CYCLEN® are not affected.

Products were distributed in the U.S. to wholesalers, distributors and pharmacies, and they have been notified
by recall letter to return affected products.

Consumers with ORTHO-NOVUM® product from the affected lots can access the correct instructions for the
Veridate® dispenser pack at https://www.janssen.com/us/our-products (https://www.janssen.com/us/our-

———————— e e e —————

products) and talk to their prescribing medical professiona] if—they have any concerns. Consumers should not

stop taking the product and if they do miss a dose, they should follow the instructions included in the packet.

Consumers with questions regarding this recall can contact Janssen via phone on: 1-800-526-7736 (1-800-
JANSSEN) Monday through Friday from 9:00 am to 8:00 pm ET. Consumers should contact their physician or
healthcare provider if they have experienced any problems that may be related to taking or using this product.

Adverse reactions or quality problems experienced with the use of this product may be reported to the FDA's
MedWatch Adverse Event Reporting program either online, by regular mail or by fax.

« Complete and submit the report Online: www.fda.gov/medwatch/report.htm
(http:/iwww.fda.govimedwatchirep )

» Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm

(http:/iwww.fda.gov/IMedWatch/getforms.htm) or call 1-800-332-1088 to request a reporting form, then

complete and return to the address on the pre-addressed form or submit by fax to 1-800-FDA-0178

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.

About the Janssen Pharmaceutical Companies
Janssen Pharmaceuticals, Inc. is part of the Janssen Pharmaceutical Companies of Johnson & Johnson.

Learn more at www.janssen.com (http://www.janssen.com)&

(http://www.fda.gov/AboutFDA/AboutThisWebsit

https:/Aww.fda.gov/Safety/Recalls/ucm625012.htm 2/3
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Follow FDA

Follow @US_FDA (https://twitter.com/US FDA) &
,(IAboutFDAIAboutThisWebsitelWebsitePoIiciesIDisclaimersldefault.htm)‘

[ADOULFDA/ADOULI NISVVeDSIte/ VY e S S S e

,(IAboutFDAIAboutThisWebsitelWebsitePoIiciesIDiscIaimersldefauIt.htm)

Follow @FDArecalls (https:/twitter.com/fdarecalls) 2
‘(IAboutFDAIAboutThisWebsitelWebsitePoIiciesIDisclaimersldefauIt.htm)

L
€3 Follow FDA (https://www.facebook.com/FDA) &
L
o+

Recent Recalled Product Photos on FDA's Flickr Photostream

(https:/iwww.flickr.com/photos/fdaphotos/sets/721 57663245186459/) &
,(lAboutFDAIAboutThisWebsitelWebsitePoIiciesIDiscIaimersldefauIt.htm),

Product Photos

More in_Recalls, Market Withdrawals, & Safety Alerts
(ISafety/Recalls/default.htm)

Archive for Recalls, Market Withdrawals & Safety Alerts (/Safety/Recalls/ArchiveRecalls/default.htm)

L R e e e A R e

Industry Guidance (/Safe;yIRecaIIsIIndustryGuidanceldefault.htm)

Major Product Recalls (/Safety/RecaIIs/MajorProductRecaIls/defauIt.htm) v

https:/Awww.fda.gov/Safety/Recalls/ucm625012.htm 33
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PMDA Risk Communications

l Drug Risk Information of Ongoing Evaluation

This webpage was developed to provide drug risk information which has come under review by the
PMDA/MHLW. Information provided here is as follows:

1. Risk Information was suggested by a certain amount of accumulated information on Adverse Drug
Reactions (ADR) reports or Early Postmarketing Phase Vigilance (EPPV). Certain safety measures
such as revision of Precautions section in the labeling of the product might be taken after the
ongoing review.

2 Risk Information which has attracted attention in foreign drug regulatory agencies or academic
societies and PMDA/MHLW has started its evaluation. Information provided here is still under review.
If you are taking the following medicines, you should NOT stop taking them or reduce the dosage
only on your own judgment. Consult your healthcare professional if you have any questions or

concerns about these medications.

1. Risk Information which some safety measures might be taken.

Risk Information

Posted . el -, G Related  Investigation
onproprietary Name v ngoin ! (
Date e i ~ g 'g . Information Results
Evaluation 1
November Calcitriol (injectable dosage Shock, anaphylaxis - -
2,2018 form)
Aluminum potassium sulfate Anaphylaxis -
hydrate/tannic acid
Freeze-dried live attenuated Meningitis aseptic 1 -
- varicella vaccine :
December Recombinant absorbed bivalent ~ Symptoms related - ~ Summary of |
26,2013 | human papillomavirus-like to'pain | the Reporton
~ particle vaccine 3 the '
Surveillance
- Recombinant adsorbed . Results of
| quadrivalent human : HPV |
Vaccines '

https:/lwww.pmda.go.jp/engIish/safetyflnfo-services/drugs/n'sk-communications/OOO1 .htmi?print 13
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papillomavirus virus-like
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2. Risk Information which has attracted attention in foreign drug regulatory agencies or academic

societies and PMDA/MHLW has started its evaluation.

Posted Nonproprietary Riskc::;c:;r:;tmn ~ Related
Date Name s Information
_ Evaluation |
November | Bevacizumab Japan's view on Press v -
30, 2011 (genetical Avastin Announcement from
recombination) (bevacizumab) for the FDA Ch
breast cancer
indication 8 - Review report of
AVASTIN
100mg/4mL
Intravenous Infusion
and AVASTIN
400mg/16mL
Intravenous Infusion
on July 14, 2011
(Japanese text
only)
July 29, Somatropin (genetical = Update on Ongoing "Regarding the -
2011 recombination) PMDA/MHLW Press release
Review of the ‘European
Updated - Safety of Medicines Agency to
version, E Somatoropin- review the safety of
dated 6 containing somatoropin
January Medicines containing
2012 medicines' "
- (Additions (Japanese text
" are noted only) th
by
underline) EMA: Update on
somatropin-
containing
medicines T8
FDA: FDA Drug
Safety

https:/Amwww.pmda.go.jp/english/safety/info-services/drugs/risk-communications/0001 .html|?print
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Communication:
Ongoing safety.
review of
Recombinant
Human Growth
Hormone

(somatropin)_and
possible increased
risk of death Th
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