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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. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 9681215 

Case Information: 

Case Type: EXPEDITED (15­
DAY) 

eSub: Y HP: Country: CAN Event Date: Outcomes: DE, Application Type: NDA 

FDA Rcvd Date: 11-Nov-2013 07-Nov-2013Mfr Rcvd Date: Mfr Control #:CA-ASTRAZENECA-2013SE82130 Application #: 018240 

Patient Information: 

Age: 40 YR Sex: Male Weight: 

Suspect Products: 

Product Name# 
Compounded

 Drug ? 
Dose/ 
Frequency Route 

1 ATENOLOL Oral 

2 CAMPRAL Unknown 

3 CREATINE Unknown 

4 EPHEDRINE Unknown 
HYDROCHLORIDE 

5 ETHANOL Unknown 

6 HOMEOPATHICS Unknown 

7 HYDRASHRED Unknown 

8 HYLANDS TEETHING Unknown 
TABLETS 

9 LITHIUM CARBONATE Unknown 

10 PANTOPRAZOLE Unknown 

11 RAPID LEAN Unknown 

12 RIPPED FREAK Unknown 

13 SEROQUEL Oral 

14 SUPER VITA VIM Unknown 

15 VITAMIN B1 Unknown 

16 VITAMIN D Unknown 

Dosage Text Indications(s) Start Date End Date 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 9681215 

17 WELLBUTRIN XL 

Product Name 
Compounded

 Drug ? 
Dose/ 
Frequency 

Unknown 

Route Dosage Text Indications(s) Start Date End Date 

18 XENADRINE EFX Unknown 

1 

# Product Name 

ATENOLOL 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

NA 

Lot# Exp Date NDC # MFR/Labeler 

ZENECA 

2 CAMPRAL NA NA 

3 CREATINE NA NA 

4 

5 

EPHEDRINE 
HYDROCHLORIDE 
ETHANOL 

NA 

NA 

NA 

NA 

6 HOMEOPATHICS NA NA 

7 HYDRASHRED NA NA 

8 

9 

HYLANDS TEETHING 
TABLETS 
LITHIUM CARBONATE 

NA 

NA 

NA 

NA 

10 PANTOPRAZOLE NA NA 

11 RAPID LEAN NA NA 

12 RIPPED FREAK NA NA 

13 SEROQUEL NA NA ZENECA 

14 SUPER VITA VIM NA NA 

15 VITAMIN B1 NA NA 

16 VITAMIN D NA NA 

17 WELLBUTRIN XL NA NA 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 9681215 

Product Name 

Product Name 
Dose/ 
Frequency 

Interval 1st 
Dose to Event 

DeC 

Compounded
 Drug ? Route 

ReC Lot# Exp Date 

Dosage Text 

MFR/LabelerNDC # 

Indications(s) Start Date End Date 

18 XENADRINE EFX NA NA 

Event Information: 
Preferred Term ( MedDRA Â® Version: 17.0 ) ReC 

Antipsychotic drug level above therapeutic NA 

Drug interaction NA 

Toxicity to various agents NA 

Event/Problem Narrative: 
A report had been received from a health professional via health Canada concerning a 40 year old male 
patient.Medical history and concomitant medications of the patient were not reported.The patient had been 
receiving oral Atenolol (atenolol) started on an unknown date, oral seroquel (quetiapine fumarate) started on an 
unknown date, unknown campral (acamprosate calcium) started on an unknown date, unknown creatine (creatine) 
started on an unknown date, unknown ephedrine hydrochloride (ephedrine hydrochloride) started on an unknown 
date, unknown ethanol (ethanol) started on an unknown date, unknown hoodia (homeopathic nos) started on an 
unknown date, unknown hydrashred (no match) started on an unknown date, unknown hydroxycut (no match) 
started on an unknown date, unknown pantoprazole (pantoprazole) started on an unknown date, unknown pms­
lithium carbonate (lithium carbonate) started on an unknown date, unknown rapid lean (no match) started on an 
unknown date, unknown ripped freak (no match) started on an unknown date, unknown super vita vim (vitamins 
nos) started on an unknown date, unknown vitamin B1 (thiamine hydrochloride) started on an unknown date, 
unknown vitamin D (ergocalciferol) started on an unknown date, unknown wellbutrin XL (bupropion hydrochloride) 
started on an unknown date and unknown xenadrine (acetylcarnitine, citrus aurantium, ephedra spp., 
Levothyroxine, pantothenic acid, paullinia cupana, salix alba, zingiber officinale) started on an unknown date.It was 
reported that the patient experienced drug interaction (preferred term: drug interaction), toxicity to various agents 
(preferred term: toxicity to various agents) and antipsychotic drug level above therapeutic (preferred term: 
antipsychotic drug level above therapeutic).Action taken with all interacting drugs was not applicable.The following 
products were considered to be interacting: atenolol, seroquel, campral, creatine, ephedrine hydrochloride, 
ethanol, hoodia, hydrashred, hydroxycut, pantoprazole, pms-lithium carbonate, rapid lean, ripped freak, super vita 
vim, vitamin b1, vitamin d, wellbutrin xl and xenadrine.The patient died from the event of drug interaction, toxicity to 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 9681215 

various agents and antipsychotic drug level above therapeutic on an unspecified date.An autopsy performed was 
unknown.The reporter considered the events drug interaction, toxicity to various agents and antipsychotic drug level 
above therapeutic to be serious due the serious criteria of death. 

Relevant Medical History: 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

Relevant Laboratory Data: 
Result Unit Normal Low Range Normal High Range Info Avail 

Product Name Dose/ 
Frequency 

Dosage TextRoute Indications(s) 

Concomitant Products: 

# Start Date End Date Interval 1st 
Dose to Event 

Study Report?: No 

Reporter Source: 

Sender Organization: ASTRAZENECA 503B Compounding 
Outsourcing Facility?: 
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FOIA Case Report Information
 

Case ID: 9681215 
Literature Text: 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 10511270 

Case Information: 

Case Type: EXPEDITED (15­
DAY) 

eSub: Y HP: Country: USA Event Date: Outcomes: HO, Application Type: NDA 

FDA Rcvd Date: 10-Oct-2014 03-Oct-2014Mfr Rcvd Date: Mfr Control #:US-PFIZER INC-2014275842 Application #: 019833 

Patient Information: 

Age: 3 YR Sex: Male Weight: 

INFANT ADVIL 
CONCENTRATED DROPS 
BABY ORAJEL 
NIGHTTIME FORMULA 
BABY ORAJEL TEETHING 
PAIN MEDICINE 

Suspect Products: 

Product Name 

INFANT ADVIL 
CONCENTRATED DROPS 
BABY ORAJEL 
NIGHTTIME FORMULA 
BABY ORAJEL TEETHING 
PAIN MEDICINE 

Product Name 

1 

2 

3 

1 

2 

3 

# 

# 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

Unk 

Unk 

Unk 

DeC 

Compounded
 Drug ? Route 

ReC 

NA 

NA 

NA 

UNK 

UNK 

UNK 

Lot# Exp Date 

Dosage Text 

Teething 

Teething 

Teething 

MFR/Labeler 

PFIZER 

NDC # 

Indications(s) Start Date End Date 

Dyspnoea 

Eye movement disorder 

Moaning 

Event Information: 
Preferred Term ( MedDRA Â® Version: 17.0 ) 

NA 

NA 

NA 

ReC 
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FOIA Case Report Information
 

Case ID: 10511270 

Concomitant Products: 

# Product Name Dose/ 
Frequency 

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

1 CHILDREN'S ADVIL UNK 

Reporter Source: 

Study Report?: No Sender Organization: PFIZER 503B Compounding 
Outsourcing Facility?: 

Literature Text: 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 10511962 

Case Information: 

Case Type: EXPEDITED (15­
DAY) 

eSub: Y HP: Country: USA Event Date: 19-Sep-2014 Outcomes: OT, Application Type: NDA 

FDA Rcvd Date: 19-Feb-2015 09-Feb-2015Mfr Rcvd Date: Mfr Control #:US-PFIZER INC-2014274670 Application #: 019833 

Patient Information: 

Age: 1 YR Sex: Female Weight: 9 KG 

Infant Advil Concentrated 
Drops 
BABY ORAJEL TEETHING 
PAIN MEDICINE 
Infant Advil Concentrated 
Drops 

.625 ML/ 

1.25 ML/ 

Suspect Products: 

Product Name 

Infant Advil Concentrated 
Drops 
BABY ORAJEL TEETHING 
PAIN MEDICINE 
Infant Advil Concentrated 
Drops 

Product Name 
Dose/ 
Frequency 

Interval 1st 
Dose to Event 

Unk 

Unk 

Unk 

DeC 

1 

2 

3 

1 

2 

3 

# 

# 

Compounded
 Drug ? 

Choking 

Eye movement disorder 

Head deformity 

Hypoaesthesia 

Local swelling 

Moaning 

Musculoskeletal stiffness 

Event Information: 
Preferred Term ( MedDRA Â® Version: 17.1 ) 

Oral 

Route 

ReC 

NA 

NA 

NA 

0.625 ml, UNK 

UNK 

1.25 ml, UNK 

Lot# Exp Date 

R14186 

Dosage Text 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

ReC 

Fever 

Sore throat 19-Sep-2014 

MFR/Labeler 

PFIZER 

PFIZER 

NDC # 

Indications(s) Start Date 

01-Oct-2014 

End Date 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 10511962 

Preferred Term ( MedDRA Â® Version: 18.0 ReC 

Pyrexia NA 

Seizure NA 

Vomiting NA 

Event/Problem Narrative: 
This is a spontaneous report from a contactable consumer on behalf of her daughter. A 13-month-old Caucasian 
female patient started to receive ibuprofen (INFANT ADVIL CONCENTRATED DROPS), Drug lot number R14186, 
Expiration date eb2017), oral from an unspecified date at a dose of 0.625 ml and 1.25 ml from 19Sep2014 to 
01Oct2014 for fever and sore throat and HYLAND'S TEETHING TABLETS , via an unspecified route of 
administration at 2 tablets to 03Sep2014 for teething, and benzocaine (BABY ORAJEL TEETHING PAIN 
MEDICINE), via an unspecified route of administration from an unspecified date to an unspecified date at an 
unknown dose and frequency for an unspecified indication. Medical history included kawasaki's disease from 
09Sep2014 to an unknown date and ear infection from 03Sep2014 to an unknown date. Concomitant medication 
included amoxicillin since 03Sep2014 5 mg orally twice a day for ear infection, stopped on 09Sep2014 due to yeast 
infection, paracetamol (LITTLE REMEDIES FOR FEVERS) 1.25 ml for fever since 03Sept2014. Caller states that 
her daughter has been taking ADVIL 8 hr infant medication since she was born and it works great. Caller reports 
that daughter has had: bumps coming up on her head since May2014. Caller says she is not able to get clear 
answers from the doctors. Mother did not provide daughter's height. Caller reports that on 19Sep2014 her 
daughter's eyes were rolling back in her head, and the doctors say that it is seizures. Caller says she thinks it could 
be fever related that daughter may have had seizure. The baby was stiff as a board, moaning, had extremely high 
temperature on 19Sep2014. Caller states her daughter received 9 oz formula and a small amount of baby food and 
threw it all up on 19Sep2014, and 1.25ml ADVIL 8H infant medicine was given about an hour later because she 
was really hot, but did not know what her temperature was. Caller says she was doing some research to try and 
figure out if mixing the ADVIL 8h Infant with HYLAND'S BABY TEETHING TABLETS and/or ORAJEL daytime and 
ORAJEL night time was causing problems that her daughter was experiencing. Mother states she notices her 
daughters episodes after she has given ADVIL and 2 teething tablets, but only when adding a teething agent with 
the ADVIL. Mother also states her son experienced similar symptoms with eyes rolling in back of head and 
moaning from when he started teething to age 3. The son is now 5 years old. Mother states the son was taken to 
the hospital for a bunch of tests and did not receive answers for his experiencing these episodes. Suspect 
Medications: ADVIL 8h infant: NDC number not seen on box. ADVIL 8h infant dose 0.625 ml Physician recommend 
dosage of 1.25 ml due to her weight, but has been administering a smidge over .625ml. Other medications: 
AMOXICILLIN 5mg orally twice a day, gave it to her sometimes once a day, started on 03Sep2014 to treat the ear 
infection, stopped on 09Sep2014 due to a bad yeast infection. Mother states only two dates had both AMOXICILLIN 
and ADVIL 8H infant on 08SEP2014 and 09SEP2014. LITTLE REMEDYS FOR FEVERS, instant fever pain reliever 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 10511962 

last dose 03sept2014 1.25 ml, for fever. BABY ORAJEL mother states this numbed her throat and choked her, and 
felt not healthy to give it to her so after that 1 time I never gave it to her again. Mother states she has noticed 
bumps coming up on her head since May2014. Mother states the doctors do not know why and she is just trying to 
get some answers. On 24Sep2014, the baby had soft area on side of back of head. On 25Sep2014, the baby had 
soft spot fifty cent size piece on back right side of head. 06May2014 mother states huge whole side of head 
swelling. Mother states physician thought child had bumped her head. When the mother saw the regular doctor with 
her daughter the mother reports the regular doctor said the child did not hit her head, as would have to be a hard hit 
to make that happen. The patient underwent lab tests and procedures which included body temperature: 101.5 on 
18Sep2014, body temperature: 102.5 on 29Sep2014, body temperature: 100 on 29Sep2014, body temperature: 
100 on 03Oct2014, computerised tomogram head: scalp hematoma on 06May2014. CT scan of Brain: 
(06May2014) Findings: no mass or midline shift, no acute hemorrhaging, skull unremarkable, minimal mucousal 
thickening, impression: normal enhanced CT scan of the Brain, paranasal sinus disease. Most suggestive of scalp 
hematoma, no solid or cyst soft tissue tumor could be identified, there is a compressible fluid collection in right side 
of the scalp. Mother states there is a MRI scheduled for 04Oct2014. Outcome of all events not reported. The 
physician reported that the patient did not provide information regarding the reported adverse event with the use of 
the product. The action taken in response to the events for ibuprofen was unknown was permanently withdrawn on 
01Oct2014, for HYLAND'S TEETHING TABLETS was permanently withdrawn on 03Sep2014, and for benzocaine 
was permanently withdrawn on an unspecified date. The outcome of the events was unknown. This physician 
denied the patient provide information regarding the reported adverse event with the use of product and could not 
confirm the occurrence of the events reported by the patient. 

Follow-up (22Dec2014): New information received from a contactable physician including physician comment. 

Follow-up (09Feb2015): New information from a contactable Physician includes: medical confirmation status. 

Relevant Medical History: 

Disease/Surgical Procedure 

Ear infection 

Kawasaki's disease 

Medical History Product(s) 

AMOXICILLIN 

Start Date 

03-Sep-2014 

09-Sep-2014 

Start Date 

03-Sep-2014 

End Date 

End Date 

09-Sep-2014 

Continuing? 

UNKNOWN 

UNKNOWN 

Indications 

Ear infection 

Events 

Yeast infection 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 10511962 

Test Name 

Relevant Laboratory Data: 
Result Unit Normal Low Range Normal High Range Info Avail 

Body temperature 
Body temperature 
CT brain scan 
Body temperature 
Body temperature 

101.5 
100 
scalp hematoma 
102.5 
100 

N 
N 
N 
N 
N 

Concomitant Products: 

# Product Name Dose/ 
Frequency 

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

1 LITTLE REMEDIES FOR 
FEVERS 

1.25 ML/ 1.25 ml, UNK Fever 03-Sep-2014 17 DAY 

Reporter Source: 

Study Report?: No Sender Organization: PFIZER 503B Compounding 
Outsourcing Facility?: 

Literature Text: 
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Printer: CDPEDQ5 

User: STEPPERH 

Date - Time: 04-Nov-2016 08:36 AM 

Total Number of Cases (Non-Esub): 123 

Total Number of Pages: 563 

Print Job Number: 12985 

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:   

9275207 9305621 9314081 9316714 9325460 9325466 9341721 9341729 

9341740 9341747 9342328 9342345 9342356 9342360 9410155 9412421 

9412536 9412646 9412659 9412660 9412682 9412689 9412695 9424540 

9461703 9471241 9486434 9570361 9570446 9622302 9627012 9630574 

9661367 9747541 9767440 9790085 9820308 9924670 9998991 9999086 

10023432 10024252 10027923 10040722 10149861 10162192 10162223 10234825

 10234831 10257359 10267562 10272692 10272885 10275530 10283615 

10285322 10285323 10302306 10302334 10302341 10302641 10307987 10313881

 10314685 10359541 10384035 10387468 10390459 10395246 10402276 

10412341 10430246 10436018 10436103 10483550 10486049 10486072 10501178

 10510040 10519215 10529024 10529055 10530766 10530771 10530789 

10542710 10542735 10542775 10542937 10542971 10543066 10547547 10567790

 10570064 10576562 10584800 10589980 10601392 10619563 10619580 

10627664 10631888 10638399 10642973 10643083 10648706 10648708 10656951

 10678285 10678309 10678313 10684780 10691018 10723317 10792549 

10855443 10862441 10866401 10877680 10901130 10945484 10984052 10993411 



 

 

 

Failed Case Id's for Images: 

Total Failed Cases: 0 





























































































































































































































































































































































































































































































































































































































































                         

                            

       

Owen and Hughes: Propranolol‐related hypoglycaemic seizure in a 9‐month old infant: the importance 

of regular feeding throughout the course of treatment. British Association of Dermatologists 2014 171 

(Suppl. 1), pp 115‐130. 






















































































































































































































































































































































































































































































