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FDA Adverse Event Reporting System (FAERS)
 

FOIA Case Report Information
 

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. 

Esub Case ID(s) Printed: 

11775061 11778980 11779071 11792162 11803222 11823505 11840826 

11867472 11911253 12127275 12224038 12273905 12278506 12281261 

12306511 12306848 12311125 12341669 12341756 12388846 12389148 

12412557 12424787 12429653 12460888 12726345 12756114 

Run by: STEPPERH 

Date - Time: 04-NOV-2016 08:49 AM 

Total number of cases (Esub): 27 



 

FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11775061 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 24-Nov-2015 11-Nov-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1044595 Application #: 999999 

Patient Information: 

Age: Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC
 

Pyrexia NA 

Screaming NA 

Seizure NA 

Event/Problem Narrative: 
MOTHER POSTED ON THAT SHE GAVE HER SON A TEETHING TABLET AND PUT HIM TO BED 
AND SHORTLY AFTER HE WOKE UP SCREAMING AND HAD A HIGH FEVER. 

(b) (6)

SHE GAVE THE CHILD 
TYLENOL FOR THE FEVER AND WHILE LAYING HIM DOWN TO SLEEP HE HAD A MINI SEIZURE. CHILD 
WAS PUT IN A COLD BATH TO GET THE FEVER DOWN. SYMPTOMS RESOLVED AND HAVE NOT 
REOCCURRED. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11775061 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11778980 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 15-Nov-2015 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 25-Nov-2015 15-Nov-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1044659 Application #: 999999 

Patient Information: 

Age: Sex: Weight:213 DAY Male 

Baby Teething 3 DF/ Oral 

Suspect Products: 

Product Name 
Dose/ 
Frequency Route 

1 

# 
Compounded

 Drug ? Dosage Text Indications(s) Start Date End Date 

Product Name 

Baby Teething 

Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 Unk 

# Lot# Exp Date MFR/Labeler 

STANDARD HOMEOPATHIC 

NDC # 

Dyskinesia 

Dyspnoea 

Muscle twitching 

Seizure 

Tremor 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

NA 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11778980 

Event/Problem Narrative: 
THE CUSTOMER REPORTS THAT HIS 7 MONTH OLD SON BEGAN TAKING BABY TEETHING TABLETS 3 
DAYS AGO. APPROXIMATELY 24 HOURS AGO, THE CHILD BEGAN HAVING EPISODES OF SHAKING, 
TWITCHING AND MAKING ABNORMAL FACES. THE CUSTOMER ALSO REPORTS THAT HIS SON'S 
BREATHING HAS ALSO BEEN HEAVIER. THE LAST DOSE OF MEDICINE WAS GIVEN THIS MORNING AND 
THE CHILD EXPERIENCED ANOTHER EPISODE OF SHAKING ONE HOUR LATER. THERE ARE NO OTHER 
SYMPTOMS AT THIS TIME. 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11778980 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11779071 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 2015 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 25-Nov-2015 15-Nov-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1044662 Application #: 999999 

Patient Information: 

Age: Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency Route Dosage Text 

PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# Exp Date MFR/Labeler 

54973-3127- STANDARD HOMEOPATHIC 
3 

NDC # 

Tremor 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

ReC 

Event/Problem Narrative: 
REPORTER SENT AN E-MAIL STATING THAT HER SON HAS RECENTLY STARTED HAVING 
UNCONTROLLABLE SHAKING WHICH HAS OCCURRED AROUND THE TIME OF STARTING THE HYLAND'S 
BABY TEETHING TABLETS. HE IS SCHEDULED TO SEE A PEDIATRIC NEUROLOGIST IN THREE WEEKS. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11779071 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11792162 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: Jan-2015 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 01-Dec-2015 13-Nov-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1044881 Application #: 999999 

Patient Information: 

Age: 182 DAY Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# Exp Date MFR/Labeler 

54973-3127- STANDARD HOMEOPATHIC 
1 

NDC # 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC 

Ear disorder 

Febrile convulsion 

Seizure 

NA 

NA 

NA 

Event/Problem Narrative: 
CHILD HAD HIS FIRST SEIZURE AT THE AGE OF 6 MONTHS WHILE USING THE BABY TEETHING TABLETS 
AND ALSO HAD A SLIGHT FEVER AT THE TIME. HE WAS DIAGNOSED WITH A FEBRILE SEIZURE BUT 
CHILD DOES NOT GET HIGH TEMEPERATURES BECAUSE THEY ARE AROUND 100 DEG. FAHRENHEIT. 
WHEN HE HAS THE SEIZURE HE STARTS SHAKING, TWITCHING, JERKING, DROOLING IN THE MOUTH, 
EARS TURN PURPLE. SOMETIMES HE HAS SEIZURES WITHOUT A FEVER. CHILD IS NOW 16 MONTHS 
OLD AND ON KEPPRA. CHILD ALSO USES THE BABY GAS DROPS. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11792162 

Relevant Medical History: 

Disease/Surgical Procedure 	 Start Date End Date Continuing? 

Medical History Product(s) 	 Start Date End Date Indications Events 

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


N 

Concomitant Products: 

# Product Name 	 Dose/ Route Dosage Text Indications(s) Start Date End Date Interval 1st 
Frequency Dose to Event 

INFANTS GAS DROPS .3 ML/ Oral 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11803222 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 25-Nov-2015 Outcomes: LT Application Type: NDA 

FDA Rcvd Date: 04-Dec-2015 25-Nov-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1045081 Application #: 999999 

Patient Information: 

Age: 91 DAY Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# Exp Date MFR/Labeler 

54973-3127- STANDARD HOMEOPATHIC 
3 

NDC # 

Cardio-respiratory arrest 

Cyanosis 

Respiratory arrest 

Unresponsive to stimuli 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

NA 

NA 

NA 

ReC 

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 10 of 65 





FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11803222 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11823505 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: Jul-2015 Outcomes: HO Application Type: NDA 

FDA Rcvd Date: 10-Dec-2015 03-Dec-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1045316 Application #: 999999 

Patient Information: 

Age: 152 DAY Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

3 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

Yes 

DeC ReC 

Unk 

Lot# 

A61115 

Exp Date MFR/Labeler 

54973-3127- STANDARD HOMEOPATHIC 
2 

NDC # 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC 

Hypopnoea 

Seizure 

NA 

NA 

Event/Problem Narrative: 
THE REPORTER'S 10-MONTH-OLD SON HAS BEEN USING THE "BABY TEETHING TABLETS" SINCE JULY. 
THE REPORTER STATED THAT THE CHILD HAS BEEN EXPERIENCING SEIZURES SINCE BEGINNING USE 
OF THE TABLETS. THE REPORTER STATED THAT THE CHILD HAD HIS FIRST SEIZURE "A COUPLE OF 
WEEKS" AFTER HIS FIRST DOSE OF THE "BABY TEETHING TABLETS." SHE STATED THAT SINCE THEN, 
HE HAS BEEN HOSPITALIZED 5 OR 6 TIMES WITH SEIZURES AND THAT THEY HAVE BEEN FORCED TO 
CALL AN AMBULANCE FOR HIM MULTIPLE TIMES. SHE STATED THAT SHE WOULD GIVE HIM AT MOST 2-3 
TABLETS AT ONE TIME WHEN TEETHING SYMPTOMS WERE PRESENT AND THAT SHE WOULD DOSE 
HIM 1-2 TIMES PER DAY, DEPENDING ON THE SEVERITY OF THE SYMPTOMS. THE REPORTER STATED 
THAT HER SON WOULD BECOME FUSSY WITH TEETHING SYMPTOMS, SHE WOULD GIVE HIM A DOSE 
OF "BABY TEETHING TABLETS," AND THEN HE WOULD NURSE AND FALL ASLEEP. SHE STATED THAT 
ABOUT 30-45 MINUTES LATER, THE CHILD WOULD WAKE UP WITH A SEIZURE. SHE STATED THAT HE 
WOULD TENSE UP IN HIS SLEEP, AND THEN "HIS ENTIRE BODY WOULD SHAKE OR TREMOR REALLY 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11823505 

VIOLENTLY." SHE STATED THAT HIS MOUTH WOULD QUIVER AND HIS EYES WOULD ROLL UP TO THE 
LEFT OR RIGHT. SHE DESCRIBED HOW HE WOULD MAKE NOISES THAT SOUNDED AS IF HE WAS 
GASPING FOR BREATH AND THAT "A COUPLE OF TIMES HE STOPPED BREATHING AND WOULD TURN 
BLUE." SHE STATED THAT THE SEIZURES WOULD TYPICALLY LAST FOR ABOUT 2-3 MINUTES AND THAT 
SHE HAS THE SEIZURES ON VIDEO FOR MEDICAL PURPOSES. THE REPORTER DISCONTINUED USING 
THE "BABY TEETHING TABLETS" WITH HER SON ABOUT ONE MONTH AGO; HE HAS NOT HAS A SEIZURE 
SINCE DISCONTINUING USE OF THE PRODUCT. THE REPORTER STATED THAT THE CHILD'S BREATHING 
WOULD SLOW DOWN WHILE HE WAS SLEEPING, AS WELL. SHE STATED THAT IT WOULD SLOW TO THE 
POINT THAT IT APPEARED AS THOUGH HE WASN'T BREATHING FOR A FEW MINUTES, AND THEN HE 
WOULD "KIND OF GASP AND BE FINE." SHE STATED THAT THIS SYMPTOM HAS ALSO DISSIPATED SINCE 
DISCONTINUING USE OF THE "BABY TEETHING TABLETS." PER THE REPORTER, THE DOCTORS, 
INCLUDING NEUROLOGY SPECIALISTS, CANNOT FIND ANYTHING INDICATING A CAUSE FOR THE 
SEIZURES. 

Relevant Medical History: 
NO PRE-EXISTING CONDITIONS. THE CHILD IS EXCLUSIVELY BREAST-FED, AND THE MOTHER IS ON A STRICT DIET DUE TO BREAST-FEEDING. THE CHILD 
CURRENTLY HAS PRESCRIPTIONS FOR DIASTAT AND KLONOPIN; HE HAS NOT BEEN GIVEN THE DIASTAT AT HOME, BUT HE HAS BEEN GIVEN THE KLONOPIN 
TWICE. HE IS CURRENTLY TAKING NO OTHER MEDICATIONS. 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Route Dosage Text Indications(s) Start Date End Date Interval 1st 
Dose to Event 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11823505 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11840826 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 2015 Outcomes: OT, Application Type: NDA 

FDA Rcvd Date: 16-Dec-2015 07-Dec-2015Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1045556 Application #: 999999 

Patient Information: 

Age: 1 YR Sex: Female Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency Route Dosage Text 

PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

NA 

Lot# Exp Date MFR/Labeler 

54973-3127- STANDARD HOMEOPATHIC 
3 

NDC # 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC 

Renal failure NA 

Event/Problem Narrative: 
A HEALTH FOOD STORE EMPLOYEE REPORTED WHAT A CUSTOMER TOLD HER ON 12/04/15 WHILE IN 

(b) (6)

(b) (6)
THE STORE, THE CUSTOMER SAID HER 15 MONTH OLD DAUGHTER WAS 
DIAGNOSED WITH KIDNEY FAILURE AND WAS AT HOME PRESENTLY WAITING FOR A BED AT 
HOSPITAL. SHE SAID THE DOCTORS RELATED IT TO THE TEETHING TABLETS. WE DO NOT PRESENTLY 
HAVE THE NAME OR CONTACT INFORMATION OF THE MOTHER OR HER DAUGHTER. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11840826 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11867472 

Preferred Term ( MedDRA Â® Version: 19.0 ReC 

HE WAS TESTED WITH CHEST X-RAY AND CAT SCAN (ALL NORMAL), AND WAS GIVEN IV FOR 
(b) (6)DEHYDRATION. DIAGNOSIS WAS : FEBRILE SEIZURES, CAUSE UNKNOWN. HE WAS RELEASED 

FROM HOSPITAL AT NIGHT AFTER 24 HOURS WITH NO FEVER. 

Relevant Medical History: 
THERE IS NO FAMILY HISTORY OF SEIZURES; HE HAS NO PRE-EXISTING CONDITIONS OR ALLERGIES. 

12/10/15 11 AM, HE RECEIVED 2 VACCINES: HEPATITIS A AND PNEUMOCOCCAL.
 

(b) (6)HE HAD FEVER STARTING IN THE MORNING OF 12/11/15; IT CONTINUED UNTIL 
 . IT RANGED FROM 102 F TO SPIKES UP TO 105.8 F. 


Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

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

Chest X-ray normal 
CAT SCAN - NORMAL 

N 
N 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11867472 

Concomitant Products: 

# Product Name Dose/ Route Dosage Text Indications(s) Start Date End Date Interval 1st 
Frequency Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 11911253 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 30-Dec-2015 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 12-Jan-2016 05-Jan-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1046405 Application #: 999999 

Patient Information: 

Age: 152 DAY Sex: Female Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# 

B38216 

Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

ReC 

Event/Problem Narrative: 
CUSTOMER CALLED TO REPORT THAT HER GRANDDAUGHTER HAS BEEN EXPERIENCING SHAKING 
AND TWITCHING WHICH APPEARS TO BE A SEIZURE. SHE IS GOING TO A NEUROLOGIST THIS WEEK 
FOR A DIAGNOSIS AND EVALUATION. WHILE THESE SYMPTOMS ARE OCCURRING THE CHILD MOVES 
HER HEAD AND ARMS A LOT. SOMETIMES SHE ACTS LIKE SHE IS LOST IN SPACE AND NOT 
RESPONDING. THE SYMPTOMS HAVE BEEN OCCURRING X 1 WEEK AND SHE HAD 3 EPISODES 
YESTERDAY. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 11911253 

Relevant Medical History: 
NO RECENT IMMUNIZATIONS, NO FAMILY HISTORY OF SEIZURES, WAS NOT BORN PREMATURE. 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name 

Concomitant Products: 

# Dose/ 
Frequency 

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

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12127275 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 15-Feb-2016 Outcomes: HO,OT Application Type: NDA 

FDA Rcvd Date: 29-Feb-2016 15-Feb-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1048482 Application #: 999999 

Patient Information: 

Age: Sex: Weight:Male 

Baby Teething Oral 

Suspect Products: 

Product Name 
Dose/ 
Frequency Route 

1 

# 
Compounded

 Drug ? 

TEETHING PAIN 

Dosage Text Indications(s) Start Date End Date 

Product Name 

Baby Teething 

Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 Unk 

# Lot# Exp Date MFR/Labeler 

STANDARD HOMEOPATHIC 

NDC # 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

ReC 

Event/Problem Narrative: 
FATHER REPORTED ON THAT HIS SON HAS HAD TWO SEZIURES FOLLOWING THE USE OF 
BABY TEETHING TABLETS AND IS CURRENTLY HOSPITALIZED. 

(b) (6)

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 23 of 65 



FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12127275 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12224038 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 10-Sep-2015 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 30-Mar-2016 23-Mar-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1049998 Application #: 999999 

Patient Information: 

Age: Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) 

10-Sep-2015 

Start Date 

10-Sep-2015 

End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

Unk 

DeC ReC 

Unk 

Lot# Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

ReC 

Event/Problem Narrative: 
HYLAND'S RECEIVED WRITTEN CORRESPONDENCE THAT A CHILD EXPERIENCED A SEIZURE AFTER 
INGESTION OF A TABLET. 

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 25 of 65 



FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12224038 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12273905 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 15-Apr-2016 04-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1050623 Application #: 999999 

Patient Information: 

Age: 1 YR Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) Start Date End Date 

2 

1 

# 

HYLAND'S TEETHING 
GEL 

Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# Exp Date 

54973-3127 

NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

2 HYLAND'S TEETHING 
GEL 

Unk Unk 54973-7521
2 

Drug withdrawal syndrome 

Petit mal epilepsy 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12273905 

Event/Problem Narrative: 
MOTHER SENT AN E-MAIL AND POSTED ONLINE THAT HER SON EXPERIENCED SEIZURES AFTER 
DISCONTINUING THE PRODUCTS. MOTHER REPORTED THAT CHILD WAS HAVING STARING SPELLS 
WHILE TAKING THE PRODUCT(S) AND AFTER SHE STOPPED GIVING THE PRODUCT(S) TO THE CHILD, 
HE WENT THROUGH A WITHDRAWAL AND STARTING HAVING SEIZURES THAT CAME ON MASSIVELY AT 
50 TO 100 PER DAY FOR 3 WEEKS UNTIL THE CHILD'S DOCTOR'S APPOINTMENT AND THEN THEY 
SLOWED DOWN TO 20 TO 30 PER DAY. 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12273905 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12278506 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 06-Apr-2016 Outcomes: LT, Application Type: NDA 

FDA Rcvd Date: 18-Apr-2016 06-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1050690 Application #: 999999 

Patient Information: 

Age: Sex: Weight:2 YR Male 

Baby Teething 1 DF/ Oral 

Suspect Products: 

Product Name 
Dose/ 
Frequency Route 

1 

# 
Compounded

 Drug ? 

TEETHING PAIN 06-Apr-2016 06-Apr-2016 

Dosage Text Indications(s) Start Date End Date 

Product Name 

Baby Teething 

Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 Unk 

# Lot# Exp Date MFR/Labeler 

B30715 STANDARD HOMEOPATHIC 

NDC # 

Aspiration 

Choking 

Crying 

Dyspnoea 

Screaming 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

NA 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12278506 

Event/Problem Narrative: 
MOTHER GAVE A TABLET AND CHILD STARTED TO CHOKE ON IT AND WAS COUGHING AND VISIBLY 
CHOKING. MOTHER HIT HIM ON THE BACK AND HE SCREAMED AND CRIED FOR A LONG TIME AND WAS 
BREATHING HARD. MOTHER IS NOT SURE IF THE CHILD SWALLOWED THE TABLET OR IF HE COULD 
HAVE ASPIRATED IT INTO HIS LUNGS. AT THE TIME OF THE CALL THE CHILD WAS SLEEPING VERY 
SOUNDLY AND BREATHING NORMALLY. 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12278506 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12281261 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 19-Apr-2016 07-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1050701 Application #: 999999 

Patient Information: 

Age: Sex: Female Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

Unk 

DeC ReC 

Unk 

Lot# Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC 

Status epilepticus NA 

Event/Problem Narrative: 
FATHER REPORTED VIA E-MAIL THAT HE HAD BEEN GIVING THE BABY TEETHING TABLETS TO HIS 
DAUGHTER AND SHE WAS DIAGNOSED WITH NON-CONVULSIVE EPILEPSY. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12281261 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12306511 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 10-Apr-2016 Outcomes: HO,OT Application Type: NDA 

FDA Rcvd Date: 26-Apr-2016 11-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1051026 Application #: 999999 

Patient Information: 

Age: 213 DAY Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# 

A24214 

Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC
 

Seizure NA 

Event/Problem Narrative: 
A BABY WAS GIVEN BABY TEETHING TABLETS, DEVELOPED SEIZURES AND HAS BEEN HOSPITALIZED 

(b) (6)SINCE APPROXIMATELY THE BABY WAS SEDATED IN THE HOSPITAL WITH MEDICATION TO 
CALM THE BABY DOWN. THE BABY REMAINS HOSPITALIZED. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12306511 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12306848 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 09-Apr-2016 Outcomes: HO Application Type: NDA 

FDA Rcvd Date: 26-Apr-2016 14-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1051032 Application #: 999999 

Patient Information: 

Age: 213 DAY Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) 

15-Mar-2016 

Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

Unk 

DeC ReC 

Unk 

Lot# 

B38415 

Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) ReC 

Cerebral haemorrhage NA 

Event/Problem Narrative: 
THE REPORTER STATED THAT HER SON WAS RECENTLY HOSPITALIZED AFTER USING THE "BABY 
TEETHING TABLETS." REPORTER STATES SHE HAS BEEN ADMINISTERING 2 TABLETS OF BTET TWICE 
DAILY SINCE THE MIDDLE OF LAST MONTH (APPROX. 3/15/16). EARLY IN THE MORNING OF SHE 
NOTICED THAT THE CHILD'S HEAD LOOKED SWOLLEN. SHE ALSO FELT A SOFT KNOT ON THE CHILD'S 

(b) (6)

HEAD. SHE TOOK HIM TO A LOCAL HOSPITAL. CHILD WAS TRANSFERRED TO A HOSPITAL IN 
WHERE THE DOCTORS DIAGNOSED CHILD'S CONDITION AS "BLEEDING ON HIS BRAIN." CHILD WAS 

(b) (6)

(b) 
(6)
DISCHARGED ON (b) (6) CHILD IS AT HOME NOW. SWELLING IS YET TO GO DOWN. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12306848 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12311125 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 19-Mar-2016 Outcomes: HO,OT Application Type: NDA 

FDA Rcvd Date: 27-Apr-2016 18-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1051095 Application #: 999999 

Patient Information: 

Age: 1 YR Sex: Female Weight: 

Baby Teething 

HYLAND'S BABY TINY 
COLD TABLETS 

Suspect Products: 

Product Name 

Baby Teething 

Product Name 

1 

2 

1 

# 

# 

1 DF/ 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

DeC 

Compounded
 Drug ? 

Oral 

Oral 

Route 

ReC 

Unk 

Lot# Exp Date 

B51715 

Dosage Text 

TEETHING PAIN, 
BODY TEMPERATURE 
INCREASED 

MFR/Labeler 

STANDARD HOMEOPATHIC 

NDC # 

Indications(s) Start Date End Date 

2 HYLAND'S BABY TINY 
COLD TABLETS 

NA Unk 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.1 ) 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12311125 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12341669 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 20-Apr-2016 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 06-May-2016 24-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1051563 Application #: 999999 

Patient Information:
 

Age: Sex: Male Weight:
 

Suspect Products: Dose/Compounded
# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date 

1 Baby Teething Oral TEETHING PAIN 20-Apr-2016 

Interval 1st 

# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler 


1 Baby Teething NA Unk STANDARD HOMEOPATHIC 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 19.0 ) ReC
 

Seizure NA 

Event/Problem Narrative: 
MOTHER POSTED ON THAT HER SON HAD A SEIZURE AFTER TAKING THE TABLETS. (b) (6)
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12341669 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12341756 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 06-May-2016 26-Apr-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1051565 Application #: 999999 

Patient Information: 

Age: Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Unk 

Lot# Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 19.0 ) ReC
 

Generalised tonic-clonic seizure NA 

Event/Problem Narrative: 
MOTHER POSTED ON THAT CHILD EXPERIENCED GRAND MAL SEIZURES THAT WERE 
TRACED BACK TO THE TEETHING TABLETS. 

(b) (6)

AS PROOF PARENTS GAVE HIM ONE TABLET AND IN THE 
MATTER OF 15 MINUTES HE HAD A SEIZURE. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12341756 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12388846 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 20-May-2016 06-May-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1052532 Application #: 999999 

Patient Information: 

Age: Sex: Weight:1 YR Male 

Baby Teething 1 DF/ Oral

Suspect Products: 

Product Name 

Baby Teething 

Product Name 
Dose/ 
Frequency Route 

Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 

1 No 

# 

# 

Compounded
 Drug ? 

TEETHING PAIN, 
FEVER 

Apr-2016 Apr-2016 

Lot# Exp Date MFR/Labeler 

B80015 STANDARD HOMEOPATHIC 

NDC # 

Dosage Text Indications(s) Start Date End Date 

Pyrexia 

Rash 

Seizure 

Vomiting 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12388846 

Event/Problem Narrative: 
CHILD WAS IN THE HOSPITAL FOR SEIZURES ABOUT A MONTH AGO WHEN MOTHER FIRST STARTED 
USING THE BABY TEETHING TABLETS. AT THE TIME OF THE HOSPITALIZATION THE CHILD HAD A 
FEVER OF 102.3 DEGREES. THE CHILD ALSO HAD A FEVER OF 101.2 DEGREES WITH RASH 2 DAYS AGO 
AND VOMITED YESTERDAY. 

Relevant Medical History: 
FATHER HAD SEIZURES WHEN HE WAS LITTLE. 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name 

Concomitant Products: 

# Dose/ 
Frequency 

Route Dosage Text Indications(s) Start Date End Date Interval 1st 
Dose to Event 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12388846 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12389148 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 2016 Outcomes: HO Application Type: NDA 

FDA Rcvd Date: 20-May-2016 09-May-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1052539 Application #: 999999 

Patient Information: 

Age: 167 DAY Sex: Male Weight: 

Suspect Products: 

Product Name# 
Compounded

 Drug ? 
Dose/ 
Frequency Route Dosage Text Indications(s) Start Date End Date 

1 BABY TEETHING GEL 
(HYLAND 
HOMEOPATHIC) 

Topical TEETHING PAIN 2016 2016 

# Product Name 
Interval 1st 
Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler 

1 BABY TEETHING GEL 
(HYLAND 
HOMEOPATHIC) 

NA Unk STANDARD HOMEOPATHIC 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

ReC 

Event/Problem Narrative: 
THE REPORTER'S SON, WHO IS 5.5 MONTHS OLD, HAS EXPERIENCED 4 SEIZURES SINCE BEGINNING 
USE OF THE "TEETHING GEL" PRODUCT. THE REPORTER BEGAN USING THE PRODUCT ON THE CHILD 
WHEN HE WAS "A LITTLE OVER 2 MONTHS OLD." SHE STATED THAT THEY USED THE PRODUCT AS 
NEEDED, EVERY TWO OR THREE DAYS. THE REPORTER STATED THAT SHE DID NOT USE THE 
PRODUCT DAILY. THE CHILD EXPERIENCED HIS FIRST SEIZURE AT THE AGE OF 3 MONTHS. THE 
REPORTER STATED THAT THE CHILD'S EYES ROLLED BACK INTO HIS HEAD, AND HE BECAME 
UNRESPONSIVE AND STIFF. SHE STATED THAT THIS EPISODE LASTED FOR 5 MINUTES. PER THE 
REPORTER, EACH OF THE CHILD'S 4 SEIZURES HAVE BEEN THE SAME. PER THE REPORTER, THE 
CHILD'S DOCTOR STATED THAT IT SOUNDS AS THOUGH THE CHILD IS HAVING SEIZURES; PER THE 
REPORTER, THE CHILD HAS HAD AN EEG AND A CT SCAN, BOTH OF WHICH HAVE BEEN NORMAL. THE 
CHILD HAS AN APPOINTMENT FOR AN MRI ON MAY 24TH; THE REPORTER STATED THAT THE MRI 
SHOULD GIVE THEM MORE INFORMATION THAN THE CT SCAN. PER THE REPORTER, THE DOCTOR 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12389148 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12412557 

Case Information: 

eSub: YCase Type: NON-EXPEDITED HP: Country: USA Event Date: 2009 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 08-Jun-2016 11-Apr-2016Mfr Rcvd Date: Mfr Control #:54973 AE#1611 Application #: 999999 

Patient Information: 

Age: 152 DAY Sex: Female Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) 

2009 

Start Date 

2010 

End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC ReC 

Yes 

Lot# 

105830 

Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

ReC 

Event/Problem Narrative: 
2009/2010 CHILD HAD FIVE SEIZURES ON SEPARATE OCCASIONS WHILE USING THE TEETHING 
TABLETS. FOUR OF THE SEIZURES WERE FEBRILE SEIZURES AND ONE WAS AN UNPROVOKED 
SEIZURE. CHILD'S FEVERS OCCURRED RAPIDLY. MOTHER BELIEVES THAT THE BELLADONNA MAY 
HAVE LOWERED THE CHILD'S SEIZURE THRESHOLD AND CONTRIBUTED TO HER SEIZURES. CHILD 
OUTGREW THE SEIZURES. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12412557 

Relevant Medical History: 
FAMILY HISTORY OF SEIZURES - TWO HALF-SIBLINGS FROM FATHER'S SIDE HAD FEBRILE SEIZURES AS INFANTS. CHILD HAD A FEVER FOR FOUR OF THE FIVE 
SEIZURES. 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

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

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12424787 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 2016 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 01-Jun-2016 17-May-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1053003 Application #: 999999 

Patient Information: 

Age: Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) Start Date End Date 

1 

# Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

Unk 

DeC ReC 

Unk 

Lot# Exp Date NDC # MFR/Labeler 

STANDARD HOMEOPATHIC 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

ReC 

Event/Problem Narrative: 
TARGET STORE REPORTED BY E-MAIL THAT CUSTOMER'S SON SUFFERED A SEIZURE AFTER TAKING A 
BABY TEETHING TABLET. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12424787 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12429653 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 20-May-2016 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 02-Jun-2016 22-May-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1053119 Application #: 999999 

Patient Information: 

Age: Sex: Weight:304 DAY Male 

Baby Teething 1 DF/ Oral 

Suspect Products: 

Product Name 
Dose/ 
Frequency Route 

1 

# 
Compounded

 Drug ? 

TEETHING PAIN 

Dosage Text Indications(s) Start Date End Date 

Product Name 

Baby Teething 

Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 Yes 

# Lot# Exp Date MFR/Labeler 

STANDARD HOMEOPATHIC 

NDC # 

Body temperature abnormal 

Flushing 

Muscle twitching 

Staring 

Unresponsive to stimuli 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

NA 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12429653 

Event/Problem Narrative: 
MOTHER GAVE CHILD A DOSE AT 2:45 PM FOR TEETHING PAIN. AT 4:30 PM CHILD SEEMED OUT OF IT, 
STARING OFF BLANKLY INTO THE ROOF, TWITCHING, AND UNRESPONSIVE TO MOTHER TALKING TO 
HIM, BRIGHT RED FLUSHED CHEEKS AND A TEMPERATURE. MOTHER WAS GOING TO TAKE CHILD TO 
THE HOSPITAL, HOWEVER SYMPTOMS RESOLVED AND CHILD ONLY REMAINED TIRED AND FLUSHED. 
SYMPTOMS OCCURRED ONCE AGAIN THE FOLLOWING DAY AFTER TAKING 2 TABLETS AND 
SUBSEQUENTLY RESOLVED. 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 57 of 65 



FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12429653 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12460888 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 2016 Outcomes: HO,OT Application Type: NDA 

FDA Rcvd Date: 13-Jun-2016 30-May-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1053730 Application #: 999999 

Patient Information: 

Age: 152 DAY Sex: Male Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEMPERATURE 
INCREASED, 
TEETHING PAIN 

Indications(s) 

Mar-2016 

Start Date 

Apr-2016 

End Date 

# Product Name 
Interval 1st 
Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler 

1 Baby Teething NA NA STANDARD HOMEOPATHIC 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

ReC 

Event/Problem Narrative: 
CUSTOMER'S SON WAS DIAGNOSED WITH SEIZURES 1 MONTH AGO WHILE TAKING BABY TEETHING 
TABLETS. HE HAS SINCE DISCONTINUED THE TABLETS AND CONTINUES TO HAVE SEIZURES AND IS 
TAKING KEPPRA. HE WAS HOSPITALIZED FOR 1 WEEK DUE TO THE SEIZURES AND IN THE HOSPITAL 
HE WAS HOOKED UP TO AN EEG MACHINE WHICH FOUND SEIZURES ON ONE SIDE OF HIS BRAIN. 
DOCTORS UNSURE WHAT IS CAUSING THE SEIZURES. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12460888 

Relevant Medical History: 
NOT BORN PREMATURE, NO FAMILY HISTORY OF SEIZURES. 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name 

Concomitant Products: 

# Dose/ 
Frequency 

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

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12726345 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: Jun-2016 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 08-Sep-2016 26-Aug-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1057183 Application #: 999999 

Patient Information: 

Age: Sex: Weight:182 DAY Female 

Baby Teething 1 DF/ Oral 

Suspect Products: 

Product Name 

Baby Teething 

Product Name 
Dose/ 
Frequency Route 

Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 

1 Unk 

# 

# 

Compounded
 Drug ? 

BODY TEMPERATURE 
INCREASED, 
TEETHING PAIN 

Jun-2016 

Lot# Exp Date MFR/Labeler 

STANDARD HOMEOPATHIC 

NDC # 

Dosage Text Indications(s) Start Date End Date 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 19.0 ) 

NA 

ReC 

Event/Problem Narrative: 
MOTHER STATES THAT WITHIN HOURS OF USING THE BABY TEETHING TABLETS FOR THE FIRST 
TIME CHILD HAD A SEIZURE. ALL TOGETHER CHILD HAD 4 SEIZURES- ONE IN 

(b) 
(6)

TWO IN AND 
ONE IN CHILD WAS TAKEN TO CHILDREN'S HOSPITAL. THE MORNING THAT CHILD WENT TO 

(b) (6) (b) (6)

THE HOSPITAL ER, SHE WAS GIVEN BTET AND WITHIN A COUPLE OF HOURS SHE HAD A SEIZURE. 
(b) (6)

EACH SEIZURE HAPPENED WHILE CHILD WAS NURSING OR FALLING ASLEEP; CHILD CLAMPED DOWN, 
GOT STIFF AND RIGID AND STARTED TO SHAKE. MOTHER WOULD GENTLY SHAKE HER AND SHE 
WOULD WAKE UP. AFTER MOTHER DISCONTINUED THE TABLETS, THE SEIZURES STOPPED. 

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 61 of 65 



FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12726345 

Relevant Medical History: 
WENT TO CHILDREN'S HOSPITAL ER FOR EVALUATION. DOCTOR CAME UP WITH A DIAGNOSIS OF SEIZURES BY QUESTIONING BECAUSE IT WAS TOO LATE TO 
DO AN EEG AS CHILD WAS NOT EXPERIENCING SEIZURES WHILE IN THE HOSPITAL. ACID REFLUX ON OCCASION. NO FAMILY HISTORY OF SEIZURES. 

Disease/Surgical Procedure Start Date End Date Continuing? 

Medical History Product(s) Start Date End Date Indications Events 

Test Name 

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

N 

Product Name Dose/ 
Frequency 

Concomitant Products: 

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

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 12756114 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP: Country: USA Event Date: 05-Sep-2016 Outcomes: LT Application Type: NDA 

FDA Rcvd Date: 16-Sep-2016 05-Sep-2016Mfr Rcvd Date: Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1057400 Application #: 999999 

Patient Information: 

Age: 152 DAY Sex: Female Weight: 

Baby Teething 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

1 DF/ 

Dose/ 
Frequency 

Oral 

Route Dosage Text 

TEETHING PAIN 

Indications(s) 

05-Sep-2016 

Start Date End Date 

2 

1 

# 

GRIPE WATER (DIETARY 
SUPPLEMENT) 

Product Name 

Baby Teething 

Interval 1st 
Dose to Event 

NA 

DeC 

Oral 

ReC 

Unk 

Lot# Exp Date NDC # 

05-Sep-2016 

MFR/Labeler 

STANDARD HOMEOPATHIC 

GRIPE WATER (DIETARY 
SUPPLEMENT) 

2 

Choking 

Dysphagia 

Event Information: 
Preferred Term ( MedDRA Â® Version: 

NA 

19.0 ) 

Unk 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 12756114 

Reporter Source: 

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

Literature Text: 
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