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FOIA Case Report Information

FDA Adverse Event Reporting System (FAERS)

Esub Case ID(s) Submitted:

Disclaimers: 

Submission of a safety report does not constitute an admission that medical personnel, user facility, importer, distributor, manufacturer or product 
caused or contributed to the event. The information in these reports has not been scientifically or otherwise verified as to a cause and effect 
relationship and cannot be used to estimate the incidence of these events.
________________________________________________________________________________________________________________________________
Data provided in the Quarterly Data Extract (QDE) or a FAERS FOIA report are a snapshot of FAERS at a given time. There are several reasons that a
case captured in this snapshot can be marked as inactive and not show up in subsequent reports.  Manufacturers are allowed to electronically 
delete reports they submitted if they have a valid reason for deletion.   FDA may merge cases that are found to describe a single event, marking one 
of the duplicate reports as inactive.   The data marked as inactive are not lost but may not be available under the original case number.
________________________________________________________________________________________________________________________________
The FOIA case report information may include both Electronic Submissions (Esubs) and Report Images (Non-Esubs).  Case ID(s) will be displayed 
under separate cover pages for the different submission types.

Cover page Case ID(s) with an asterisk ('*') indicate an invalid status and are not captured in the body of the report.
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Patient Information:

Age: Sex: Weight:23 YR Male 79.38 KG

ESCITALOPRAM 20 MG 
MYLAN

20 MG/ DEPRESSION 14-Mar-2012 20-Mar-2012

Abnormal behaviour

Gun shot wound

Intentional self-injury

Partner stress

Product substitution issue

NA

NA

NA

NA

NA

Suspect Products:

Event Information:

Product Name  Lot#  Exp Date  MFR/Labeler          

ESCITALOPRAM 20 MG 
MYLAN

MYLAN

NDC #   

Product Name   
Dose/
Frequency    Route  Dosage Text   Indications(s)          Start Date  End Date  

Interval 1st 
Dose to Event ReC

Case Information: 

FDA Rcvd Date: 09-Apr-2012

Application Type:eSub: Outcomes:Y DECase Type: DIRECT HP:N Country: USA

NA

DeC

Mfr Rcvd Date:

1

1

Mfr Control #:  US-FDA-8268789

Case ID: 8500148

NA

#

#

Preferred Term ( MedDRA Â® Version: ReC22.1)

Application #:

Event Date: 23-Mar-2012

Compounded
     Drug ?    

OTC
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Test Name   Result   Unit  Normal Low Range  Normal High Range  Info Avail   

Disease/Surgical Procedure   Start Date  End Date  Continuing?  

Medical History Product(s)  Start Date   End Date  Indications  

Event/Problem Narrative:   
Had been taking Lexapro for about 10 months.  He was doing well on it. He was doing very well at the Univeristy, had a great apartment, had 
a darling girlfriend, seemed on top of the world, happy as could be.  When he went for his refill on 3/14/12 he was given the NEW generic 
substitute, Escitalopram.  I did not know until 3/21/2012 he had a medicine change.  He came to our home on 3/21/2012, running his hands 
thru his head, pacing around the drive way, and said, "I think this new medicine is making my head race."  I asked what med, and he told me 
of the change.  He also said he had broken up with his girlfriend, because he was not "good enough for her."  I told him not to take anymore of
the Escitalopram.  The  he called his doc and informed him of the change, and the doctor called the pharmacy to write as brand.  
went to get it and could not, because they said the insurance company would not cover for another week or two.  I called the pharmacy and 
asked if I could come buy a weeks supply, they said yes, and I went and bought the pills.  He was here on  when I got home from 
the office, still acting dispondant saying his head was racing.  I told him to spend the night here, and he did.  The next morn, he did not want to
go to his 9AM class, or his 10AM class.  I told him I would drive him, he got in and out of the car several times, but said he could not do it.  I 
had an appointment at my office at 10:30, so I left here about 10, told him I would be back when I was done.  I then called his doctor and told 
them he needed to see him that day.  I was told to tell him to be there at 1:40.  About 10:15 am, I called  on his cell and he did not answer,
I called 3 times, left messages about the appointment, and then texted and emailed it to him.  By 10:50 my husband called me screaming that 

 had shot himself in the head.   We firmly belief the escitalopram affected his brain so severely and quickly that he went totally out of his 
right mind.  He was dead when he arrived at the hospital. : |*********|  2012-04-09-09.21.30  |*********| 
USFDAMWVOLUNTARY_204620_16894_20120406.xml Route To: AERS      :  Electronic Route To: DQRS      :           : Paper

Relevant Medical History:

Relevant Laboratory Data:

Product Name   Dose/
Frequency  

Dosage Text   Route  Indications(s)         Start Date  End Date  Interval 1st 
Dose to Event 

Concomitant Products:

#

Case ID: 8500148

Events

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Study Report?:  No

Literature Text:  

Reporter Source:

Sender Organization:

Case ID: 8500148

503B Compounding 
Outsourcing Facility?:  
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Patient Information:

Age: Sex: Weight:42 YR Male  

LEXAPRO

LEXAPRO

 

 

Oral Anxiety

Depression

Agitation

Anxiety

Feeling abnormal

Hallucination, auditory

Homicide

Irritability

Nervousness

Withdrawal syndrome

NA

NA

NA

NA

NA

NA

NA

NA

Suspect Products:

Event Information:

Product Name  Lot#  Exp Date  MFR/Labeler          

LEXAPRO

LEXAPRO

FOREST

FOREST

NDC #   

Product Name   
Dose/
Frequency    Route  Dosage Text   Indications(s)          Start Date  End Date  

Interval 1st 
Dose to Event ReC

Case Information: 

FDA Rcvd Date: 24-Apr-2013 18-Apr-2013

Application Type: NDAeSub: Outcomes:Y OTCase Type: EXPEDITED (15-
DAY)

HP: Country: USA

Yes

Yes

DeC

Mfr Rcvd Date:

1

2

1

2

Mfr Control #:  US-FRI-S04-USA-08048-01

Case ID: 9252933

NA

NA

#

#

Preferred Term ( MedDRA Â® Version: ReC22.1)

Application #: 021323

Event Date: 29-Jun-2004

Compounded
     Drug ?    

OTC
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Test Name   Result   Unit  Normal Low Range  Normal High Range  Info Avail   

Amnesia

Attention deficit/hyperactivity disorder

Divorced

Road traffic accident

Sexual abuse

Medical History Product(s)  Start Date   End Date  Indications  

Study Report?:  No

Literature Text:  

Relevant Laboratory Data:

Product Name   Dose/
Frequency  

Dosage Text   Route  Indications(s)         Start Date  End Date  Interval 1st 
Dose to Event 

Concomitant Products:

Reporter Source:

Sender Organization: FOREST

#

Case ID: 9252933

Events

503B Compounding 
Outsourcing Facility?:  
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Patient Information:

Age: Sex: Weight:Female  KG

QUETIAPINE FUMARATE

ALPRAZOLAM

CLOXAZOLAM

ESCITALOPRAM

ESCITALOPRAM

LOSARTAN

1 DF/

1 MG/

1 DF/

2 DF/QD

1 DF/QD

 

Unknown

Unknown

Oral

Oral

Oral

Unknown

1 DF, QN

1 mg, UNK

1 DF, QN

2 DF, QD (at lunch 11 AM)

1 DF, QD

UNK

Depression

Depression

Sleep disorder

Depressed mood

Blood pressure 
abnormal

Suspect Products:

Product Name  Lot#  Exp Date  MFR/Labeler          

QUETIAPINE FUMARATE

ALPRAZOLAM

CLOXAZOLAM

ESCITALOPRAM

ESCITALOPRAM

LOSARTAN

HP8549

NDC #   

Product Name   
Dose/
Frequency    Route  Dosage Text   Indications(s)          Start Date  End Date  

Interval 1st 
Dose to Event ReC

Case Information: 

FDA Rcvd Date: 13-Sep-2018 10-Sep-2018

Application Type:eSub: Outcomes:Y HO,OT,Case Type: EXPEDITED (15-
DAY)

HP: Country: BRA

NA

Unk

No

NA

NA

Unk

DeC

Mfr Rcvd Date:

1

2

3

4

5

6

1

2

3

4

5

6

Mfr Control #:  PHHY2018BR094226

Case ID: 15368257

NA

Unk

NA

NA

NA

Unk

#

#

Application #:

Event Date:

Compounded
     Drug ?    

OTC
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Aggression

Agitation

Anxiety

Asthenia

Choking

Disorientation

Disturbance in attention

Dry mouth

Emotional distress

Hallucination

Impatience

Psychiatric symptom

Screaming

Speech disorder

Tremor

Weight decreased

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

Event/Problem Narrative:   
Case number# PHHY2018BR094226, is a spontaneous report initially received from a consumer (patient) via phone through call center on 04 
Sep 2018. This is also a product technical complaint report (Product Tech Complaint 1469406). This report refers to a 60-year-old female 
patient. Family history included blood pressure problems/hypertensive (everyone in the family). The family also had the history of myotrophic 
lateral sclerosis. It was reported that, the patient used to fall but she knew to how to get up from the floor and go to bed, had will to fight and 
was independent even with difficulties. Past medications included Olcadil (cloxazolam) and Vitamin D (ergocalciferol) for short time. The 
patient entered into panic condition and consulted neurologist. Current conditions included amyotrophic lateral sclerosis, panic and bedridden. 
Concomitant medication was not reported. The patient received quetiapine fumarate (manufacturer unknown) film coated tablet 25 mg 
(batch/lot number: HP8549, expiration date: an unknown date in Oct 2019) for the treatment of depression from an unknown start date at a 
dose of 1 DF, QN (route: unknown). The patient received cloxazolam (manufacturer unknown) tablet 2 mg to sleep from an unknown start 
date at a dose of 1 DF, QN (oral). The patient received escitalopram (manufacturer unknown) tablet 10 mg for the treatment of to feel better 
from an unknown start date at a dose of 1 DF, QD (oral). The patient received alprazolam 1 mg for the treatment of depression from an 
unknown start date at a dose of 1 mg, unknown frequency (route: unknown). The patient received losartan for the treatment of blood pressure 

Event Information:

Case ID: 15368257

Preferred Term ( MedDRA Â® Version: ReC22.1)
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Disease/Surgical Procedure   Start Date  End Date  Continuing?  

Amyotrophic lateral sclerosis

Bedridden

Fall

Hypertension

Panic disorder

YES

YES

YES

from an unknown start date at an unknown dose (route: unknown). On an unknown date, the patient developed dispirited/lost the will of taking 
care of herself/discouraged (psychiatric symptom), hallucinated (hallucination), disorientated (disorientation), without patienc (impatience), 
speaking rolled up (speech disorder), screaming, very thin and losing a lot of weight (weight decreased), very weak (asthenia), chokes 
(choking), agitation, anxiety, trembling (tremor), aggressiveness (aggression), mental distress (emotional distress), lack of concentration 
(disturbance in attention) and dry mouth. On an unknown date, the patient received escitalopram at a dose of 2 DF, QD (oral). The patient 
informed that she was hospitalized. She informed that she did not know, she said that she did not know which drug caused this. She did not 
know if it was quetiapine, because she also used other drugs from other laboratories. She informed that she did not call all of the laboratories 
to ask about the other drugs. She gave up and went to the physician. She reported that she was hospitalized because she was disoriented, 
very disturbed. She informed that she was not using quetiapine anymore. She said that the physician suspended it and changed the drug, but 
that she informed that it might not have been quetiapine the cause of the symptoms. The patient did not wish the collection and refunding 
procedure. Action taken with alprazolam, losartan was unknown, while the treatment with escitalopram was ongoing. Treatment with 
cloxazolam and quetiapine fumarate was stopped on an unknown date. The outcome of the events psychiatric symptom, dry mouth, 
disorientation, impatience, speech disorder, screaming, weight decreased, asthenia, choking, agitation, anxiety, tremor, aggression, emotional
distress, disturbance in attention and hallucination was reported as condition deteriorated. The seriousness of the events disturbance in 
attention, disorientation was reported as hospitalization, while the seriousness of other events was not reported. The causality of the events 
was not reported. Seriousness assessment of the event, choking (medically significant) was upgraded based on the European Medicines 
Agency-Important Medical Event List.

Follow up report was received from a consumer on 10 Sep 2018: Added verbatim for event disturbance in attention, seriousness 
(hospitalization) for events disturbance in attention, disorientation. Updated formulation (tablet to FCT) and action taken with quetiapine from 
ongoing to treatment discontinued.

Relevant Medical History:

Case ID: 15368257
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FDA - Adverse Event Reporting System (FAERS) 
FOIA Case Report Information

Print Time: 10-FEB-2020 10:47 AM If a field is blank, there is no data for that field 11

Test Name   Result   Unit  Normal Low Range  Normal High Range  Info Avail   

Medical History Product(s)  Start Date   End Date  Indications  

VITAMIN D

OLCADIL

Study Report?:  No

Literature Text:  

Relevant Laboratory Data:

Product Name   Dose/
Frequency  

Dosage Text   Route  Indications(s)         Start Date  End Date  Interval 1st 
Dose to Event 

Concomitant Products:

Reporter Source:

Sender Organization: SANDOZ

#

Case ID: 15368257

Events

503B Compounding 
Outsourcing Facility?:  



Printer: CDPEDQ5

User: STEPPERH

Date - Time: 10-Feb-2020 10:49 AM

Total Number of Cases (Non-Esub):   8

Total Number of Pages: 20

Print Job Number: 21449

 

Disclaimers:

Submission of a safety report does not constitute an admission that medical personnel, user

facility, importer, distributor, manufacturer or product caused or contributed to the event. The

information in these reports has not been scientifically or otherwise verified as to a cause and

effect relationship and cannot be used to estimate the incidence of these events.

___________________________________________________________________________

Data provided in the Quarterly Data Extract (QDE) or a FAERS FOIA report are a snapshot of

FAERS at a given time. There are several reasons that a case captured in this snapshot can be

marked as inactive and not show up in subsequent reports. Manufacturers are allowed to

electronically	delete reports they submitted if they have a valid reason for deletion. FDA may

merge cases that are found to describe a single event, marking one of the duplicate reports as

inactive. The data marked as inactive are not lost but may not be available under the original case

number.

 

 

Processed Case Id's for Images: 	       

5719092     5784479     5909892     5951554     6162314     6274354     6573327     6985357    

 

 

 

 

Failed Case Id's for Images: 		     

 

Total Failed Cases: 0
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