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1 Janssen lssues

Votuntary

Nationwide Recat[

for one lot of

ORTHO-NOVUM I/35

and two lots of

ORTHO-NOVUM

7/7/7 Due to
lncorrect Veridate

Dispenser

lnstructions

U1 U.5. FDA ud'.:dr': n r : ri a n nr'ulo u an"n :1,or o.ru a n firur{EJ riie
ORTHO-NOVIJM 1/35 dru.:u I lot ras ORTHO-NOVUM

7/7/7 ,itutu z tots dlrfluurrfionurirrfin fid'rurdrd'rydo
norethindrone/ethinyt estradiot,UoluirlvrJanssen
Pharmaceuticats, lnc. tfiolorn Veridate@ dispenser pack

hi q n oi'0.: rirlvi{u iI n n o r o'ldu r m r u Gir rYu fi irl q n ri'o.r d o1 oi'iu
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ttyr u u 1 yl t,u u E 0 : til u r.: 0 1 a fi r l,un rd o q-[u a il n ! n 6 u:- a
& a q rYarl.:n::n tnu Hn.: L0

ORTHO.NOVUM I/35 ORTHO-NOVUMTNN

-UJ:J https ://wunar.fda. gov/Saf

etylReca [ [s/ ucm 6 250 7 2.

htm

Product

Descrlptlon

NDC

Number

(carton)

NDC

Number
(pouch)

Lot No.
Explration

Date

ORTHO.

NOVUM@

1/35

50458-176-06 50458-t76-28 188M114 03/2020

ORTHO.

NOWM@

7/7n

50458-178-06 50458-178-28 18CM120 03/2020

ORTHO-

NOVUM@

7nn

50458-178-12 50458-178-12 188M110 03/2020
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2 PMDA risk

communication:

Catcitriol (injectabl.e

dosage form) etc.

posted

U1[AU

?ntu

- yriru.:T u PMDA rJ:vrvrndrJu doar:nrrurf,ulrfiu'lrYu
t) -'
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1. Catcitriol (injectabte dosage form) ufiu:n]unr:tfin

01n1: Shock, anaphytaxis

2 Atuminum potassium sutfate hydrate/tannic acid

rdu':rYunr:rfi o Anaphytaxis

3. Freeze-dried [ive attenuated varicetta vaccine

tfi u':rYunr:rfi o Meningitis aseptic

v4dAU.
fl ut a!a n 1 :tuyl u !u uutJ a n n ufli
Cal.citrtt (injectabte dosage

form) luU:vrvrnlvru iiruru 1
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Gompany 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 lssues Voluntary Nationwide
Recall for one lot of ORTHO-NOVUM 1135
and two lots of ORTHO-NOVUM 717 17 Due
to Incorrect Veridate Dispenser
lnstructions

For Immediate Release

November 2,2018

Contact

Consumers

Janssen
1-800-526-7736

Media

Andrew WheatleY

sh#.@rl*.ini-*nn-"-----(miEesffi.bini-*m)
+1 (609) 664-1797

Announcement

View Product Photos

The )RTHO-NOVUM@ product itself remains safe and effective for use with the appropiate dispenser

instructions

TITUSVILLE, NJ - Janssen Pharmaceuticals, lnc. has initiated a votuntary 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 oRTHci-NovuM@ does not include the appropriate instructions for the Veridate@ dispenser'

https:/furww.fda.gov/Safety/Recalls/ucm62501 2.htm
1t3
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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-NOVUM@ product itself remains safe and effective for use with the appropriate dispenser
instructions. Women should continue to take the 21 "aclive" pills (with hormones) (peach for ORTHO-NOVUM@
1/35; white, lighrpeach 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

ORTHO-NOVUM@ 1/35

NDC Number (carton)

50458-176-06

NDC Number (pouch) Lot No. Expiration Date

50458-1 76-28 188M114 0312020

ORTHO-NOVUM@ 7/7/7

ORTHO-NOVUM@ 7/7/7

50458-178-06

50458-17 8-12

50458-178-28

50458-178-'t2

18CM120 03t2020

188M110 03t2020

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 rRl-cycLEN Lo@, oRTHo rRt-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 theVeridate@dispenserpackatS-MWMS_J-*nae;l&gjmSggMS*Ctr
p.,r,*oc$$ and talk to their prescribing medical professional if they nave any conCeini. Consumers snouia noi
stop taking the product and if they do miss a dose, they should follow the instructions included in the packet.

Consurlers with questions regarding this recall can contact Janssen via phone on: 1-800-526-7736 (1-gOO-
JANSSEN) Monday through Friday from g: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.

. Comptete and submit the report Online: W!Eg;lda.__-----_g_gylbE*Egt!qh/Ie.__._....--...

l$p:@4*a*_..-gey@tmpi@"_""J
. Regular Mail or Fax: Downtoad form 

-uatngi&hggylugilk&Ugg$qm.s,,+h![-l
{.*hEP.@&gqv/M9=qlry*atgh1q.e=tf, ,hl!D, oi Atii+oo:3r:i2:rirda iijTJquest a reportins form, then
complete and retum to the address on the pre-addressed form or submit by fax to '1-8OO-FDA-017g

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

About the Janssen Pharmaceutical Gompanies
Janssen Pharmaceuticals, lnc. is part ofthe Janssen Pharmaceutical Companies of Johnson & Johnson.

https:/ r^i/w.fda.gov/Safety/Recalls/ucm6250.l 2.htm 213
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###

Follow FDA

!l Follow @US-FDA (Eps:rrtwitter.com/US-f OA) d
t

ff Follow FDA (https:/twww.facebook.com/Ml 0
-t
! Follow @FDArecalls (https ://twitter.com/fdarecalb) d-t
E Recent Recalled Product Photos on FDA'S Flickr Photostream
- .tttttp!,tnUUry.nrcf."".tptrotos/fdaphotos/sets/7215766 6

iAUotrtFDAtrAboutTh iswebsite/We bsitePolicies/Disclaimers/defau lt.htm)

Product Photos

$krt+rf

. 
-$t,a'rrt'

More in Recalls,-![arket lAlilhdrawals, & Safetv Alerts
(lsatelylneca!!sla eta u!!. ntm)

Enforcement Reports (lsaretvnecatHgntorceme ports/defau.llhtm)

lndustrv Guidance (/Sitlcty/Recatls/lndustru )

llajor Product Recalls (l-,sareynecallsluajorProductRecalls/default.htm)

hft ps :/Arwur.fda. gov/Safety/Reca lls/ucm6250 1 2. htm
3/3
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TTfiffi&*A EEEft ETTH#86{*fr
pirrma(flrtlrals and Medlqal Oetrl.ti AgEn(y

Home > Post-marketing Safety-lleagures > lnformation seruices > Drugg > PMDA Risk communications

I Drug Risk lnformation of Ongoing Evaluation

This webpage was developed to provide drug risk information which has come under review by the

PMDA/MHLW. tnformation provided here is as follows:

1. Risk lnformation 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 lnformation which has attracted attention in foreign drug regulatory agencies or academic

societies and pMDA/MHLW has started its evaluation. lnformation provided here is still under review.

lf 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.

Posted

Date

Risk Information Related lnvestigation
ongoing lnformation Results

Evaluation

Shock, anaphYlaxis -November ' Calcitriol (injectable dosage

2,2018 ' form)

Freeze-dried live attenuated

. varicella vaccine

December , Recombinant absorbed bivalent

26,2A13' human papillomavirus-like

, Particle vaccine

Nonproprietary Name

Aluminum potassium sulfate : Anaphylaxis

hydrate/tannic acid

i,.

r quadrivalent human
l.;

,

I

1

htps://urwwpmda.go jp/english/safety/info-seMces/drugs/risk-communications/o001.htm1?print

,

Meningitis asePtic 
i

Symptoms related

to pain

-

- Summarv of

, tne nepcil-en

; the
, Surveillance

. Results of
:iHzu
, Vaccines fll

PMDA Risk Communications

'v3

:

:
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2. Risk lnformation which has attracted attention in foreign drug regulatory agencies or academic
societies and PMDA/MHLW has started its evaluation.

November

30,2011

July 29,

2011

Updated

version,

dated 6

January

2012
(Additions

are noted

by

underline)

Somatropin (genetical

recombination)

U@te on_Q.ngang

PMDAIMHLW

Review of the

Saely jI
Somatorop_in-

containino

Medicines f$

Press

Announcement from

the FDA E

Review reoort of

AVASTIN

100m9/4mL

lntravenous lnfusion

and AVASTIN

400mg/16m1

lntravenous lnfusion

on July_![, 2011

(Japanese_tex!

qnly)@

"Reoardino the

Press release

'Europan

Medicines Aqencv to

review the safety o'[

somatorop_in

containing

medicines"'

(&panqlex!
qJy)t

EMA: Upslats en
somatropin-

containing

medicines @

FDA: FDA Druo

Safery

hftps:/Ammr.pmda.gojp/english/safetyfinfo-services/drugs/risk-communications/000i.html?print

511112561

papillomavirus virus-like

particle vaccine

Date

., lnvestigation
Flesrrlfc

Risk lnformation Results
x lnformation , Related (only
Ongoing

ivaluation lnformation available in
,. ,.t Japanese. ddPattlri$e

:,, ,. , language)

Japan's vjew on

Avastin

(bevacizumab) for

breast cancer

a3
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Communication:

Onooino safetv

review of

Recombinant

Human Growth

Hormone

(somatrop-in) epel

plsstblelnc@d
risk of death E

copyright o Pharmaceuticals and Medical Devices Agency, All Rights Reserved.

https://rrM,rr.pmda.go jp/english/safety/info-seMces/drugs/risk-communications/0001'html?print
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