FDA Adverse Event Reporting System (FAERS)
r D 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)

m A s FOIA Case Report Information
r —

Case |ID: 11775061

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA  Event Date: Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 24-Nov-2015  Mfr Rcvd Date: 11-Nov-2015 Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1044595 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral
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 & 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. 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.

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 1 of 65
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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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

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

If a field is blank, there is no data for that field Page 2 of 65



FOIA Case Report Information

m FDA - Adverse Event Reporting System (FAERS)

Case Information:

Case ID: 11778980

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 15-Nov-2015  Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 25-Nov-2015  Mfr Revd Date: 15-Nov-2015 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1044659 Application #: 999999
Patient Information:
Age: 213 DAY Sex: Male Weight:
Suspect Products:
Compounded Dose/
# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 3 DF/ Oral
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 @ Version: 181 ) ReC
Dyskinesia NA
Dyspnoea NA
Muscle twitching NA
Seizure NA
Tremor NA

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Event/Problem Narrative

THE CUSTOMER REPORTS THAT HIS 7 MONTH OLD SON BEGAN TAKING BABY TEETHING TABLETS 3

Case ID: 11778980

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
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

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

If a field is blank, there is no data for that field
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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:

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

If a field is blank, there is no data for that field
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FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 11779071

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 2015 Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 25-Nov-2015  Mfr Rcvd Date: 15-Nov-2015 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1044662 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA Unk 54973-3127- STANDARD HOMEOPATHIC
3
Event Information:
Preferred Term ( MedDRA @ Version: 181 ) ReC
Tremor NA

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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 11792162

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: Jan-2015 Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 01-Dec-2015 Mfr Rcvd Date: 13-Nov-2015 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1044881 Application #: 999999

Patient Information:

Age: 182 DAY Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA Unk 54973-3127- STANDARD HOMEOPATHIC

1

Event Information:

Preferred Term ( MedDRA @ Version: 181 ) ReC
Ear disorder NA
Febrile convulsion NA
Seizure 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

Medical History Product(s)

Start Date End Date Continuing?

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/
Frequency

1 INFANTS GAS DROPS .3 ML/

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

Reporter Source:

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

Literature Text:

Outsourcing Facility?:

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

If a field is blank, there is no data for that field Page 9 of
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP:

DAY)

FDA Rcvd Date: 04-Dec-2015

Country: USA Event Date: 25-Nov-2015

Case ID: 11803222

Outcomes: LT

Mfr Rcvd Date: 25-Nov-2015 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1045081

Application Type: NDA

Application #: 999999

Patient Information:

Age: 91 DAY

Sex: Male

Weight:

Suspect Products:
# Product Name

1 Baby Teething

FH*

Product Name

[

Baby Teething

Compounded Dose/
Drug ? Frequency

1 DK

Interval 1st

Dose to Event DeC

NA

Route Dosage Text

Oral

ReC Lot# Exp Date

Unk

Indications(s) Start Date

PAIN
NDC # MFR/Labeler

54973-3127- STANDARD HOMEOPATHIC
3

End Date

Event Information:

Preferred Term ( MedDRA & Version:

Cardio-respiratory arrest
Cyanosis
Respiratory arrest

Unresponsive to stimuli

181 )

ReC

NA
NA
NA
NA

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case ID: 11803222

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:

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

If a field is blank, there is no data for that field
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FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 11823505

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA  Event Date: Jul-2015 Outcomes: HO Application Type: NDA
DAY)
FDA Rcvd Date: 10-Dec-2015 Mfr Rcvd Date: 03-Dec-2015 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1045316 Application #: 999999

Patient Information:

Age: 152 DAY Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 3 DF/ Oral PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething Yes Unk A61115 54973-3127- STANDARD HOMEOPATHIC

2

Event Information:

Preferred Term ( MedDRA & Version: 18.1 ) ReC
Hypopnoea NA
Seizure 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

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 13 of 65
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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

Medical History Product(s)

Start Date

Start Date

End Date Continuing?

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

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case ID: 11823505

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:

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

If a field is blank, there is no data for that field
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FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 11840826

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA  Event Date: 2015 Outcomes: OT, Application Type: NDA
DAY)
FDA Rcvd Date: 16-Dec-2015 Mfr Rcvd Date: 07-Dec-2015 Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1045556 Application #: 999999

Patient Information:

Age: 1YR Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA NA 54973-3127- STANDARD HOMEOPATHIC
3
Event Information:
Preferred Term ( MedDRA @ Version: 181 ) ReC
Renal failure NA

Event/Problem Narrative:

A HEALTH FOOD STORE EMPLOYEE REPORTED WHAT A CUSTOMER TOLD HER ON 12/04/15 WHILE IN
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.

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 16 of 65
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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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

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

If a field is blank, there is no data for that field Page 17 of 65






m FDA - Adverse Event Reporting System (FAERS)
r A_

FOIA Case Report Information

Case |ID: 11867472

Preferred Term ( MedDRA & Version: 19.0 ReC

HE WAS TESTED WITH CHEST X-RAY AND CAT SCAN (ALL NORMAL), AND WAS GIVEN IV FOR
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.

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 N
CAT SCAN - NORMAL N

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

r= i ) 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:

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 20 of



FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 11911253

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 30-Dec-2015 Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 12-Jan-2016 ~ Mfr Rcvd Date: 05-Jan-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1046405 Application #: 999999

Patient Information:

Age: 152 DAY Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA Unk B38216 STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA @ Version: 181 ) ReC

Seizure NA

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.

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 21 of 65



FDA - Adverse Event Reporting System (FAERS)

r= i ) 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
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

Reporter Source:

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

Outsourcing Facility?:

Literature Text:

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 22 of
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FDA - Adverse Event Reporting System (FAERS)

r= i ) FOIA Case Report Information

Case |ID: 12127275

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 15-Feb-2016 = Outcomes: HO,OT Application Type: NDA
DAY)
FDA Rcvd Date: 29-Feb-2016  Mfr Rcvd Date: 15-Feb-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1048482 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething Oral TEETHING PAIN
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 @ Version: 181 ) ReC

Seizure NA

Event/Problem Narrative:

FATHER REPORTED ON®® THAT HIS SON HAS HAD TWO SEZIURES FOLLOWING THE USE OF
BABY TEETHING TABLETS AND IS CURRENTLY HOSPITALIZED.

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 23 of 65
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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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

r= i ) FOIA Case Report Information

Case |ID: 12224038

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 10-Sep-2015 Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 30-Mar-2016 ~ Mfr Rcvd Date: 23-Mar-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1049998 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date

1 Baby Teething 1 DF/ Oral TEETHING PAIN 10-Sep-2015 10-Sep-2015
Interval 1st

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

1 Baby Teething Unk Unk STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA @ Version: 181 ) ReC

Seizure NA

Event/Problem Narrative:

HYLAND'S RECEIVED WRITTEN CORRESPONDENCE THAT A CHILD EXPERIENCED A SEIZURE AFTER
INGESTION OF A TABLET.
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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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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FDA - Adverse Event Reporting System (FAERS)

r= i ) FOIA Case Report Information

Case ID: 12273905

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA  Event Date: Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 15-Apr-2016 ~ Mfr Rcvd Date: 04-Apr-2016 Mfr Control #:US-STANDARD HOMEOPATHIC COMPANY-1050623 Application #: 999999

Patient Information:

Age: 1YR Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething Oral TEETHING PAIN

2 HYLAND'S TEETHING
GEL

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

Baby Teething NA Unk 54973-3127 STANDARD HOMEOPATHIC

2 HYLAND'S TEETHING Unk Unk 54973-7521—-
GEL 2

Event Information:
Preferred Term ( MedDRA & Version: 181 ) ReC

Drug withdrawal syndrome NA
Petit mal epilepsy NA
Seizure NA
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m A s FOIA Case Report Information
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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

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
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case ID: 12273905

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:

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

If a field is blank, there is no data for that field
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m FDA - Adverse Event Reporting System (FAERS)

Case Information:

Case |ID: 12278506

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 06-Apr-2016 ~ Outcomes: LT, Application Type: NDA
DAY)
FDA Rcvd Date: 18-Apr-2016 ~ Mfr Rcvd Date: 06-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1050690 Application #: 999999

Patient Information:

Age: 2YR Sex: Male Weight:
Suspect Products:
Compounded Dose/
# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN 06-Apr-2016 ~ 06-Apr-2016
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA Unk B30715 STANDARD HOMEOPATHIC
Event Information:
Preferred Term ( MedDRA @ Version: 181 ) ReC
Aspiration NA
Choking NA
Crying NA
Dyspnoea NA
Screaming NA
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FOIA Case Report Information

Event/Problem Narrative

Case ID: 12278506

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
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

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

If a field is blank, there is no data for that field
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FOIA Case Report Information

Case ID: 12278506

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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r= i ) FOIA Case Report Information

Case |ID: 12281261

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA  Event Date: Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 19-Apr-2016 ~ Mfr Rcvd Date: 07-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1050701 Application #: 999999

Patient Information:

Age: Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething Oral TEETHING PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething Unk Unk STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA @ Version: 181 ) 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.

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 33 of 65



FIL

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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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r= i ) FOIA Case Report Information

Case ID: 12306511

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 10-Apr-2016 ~ Outcomes: HO,OT Application Type: NDA
DAY)
FDA Rcvd Date: 26-Apr-2016 ~ Mfr Rcvd Date: 11-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1051026 Application #: 999999

Patient Information:

Age: 213 DAY Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething Oral TEETHING PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA Unk A24214 STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA @ Version: 181 ) ReC

Seizure NA

Event/Problem Narrative:

A BABY WAS GIVEN BABY TEETHING TABLETS, DEVELOPED SEIZURES AND HAS BEEN HOSPITALIZED
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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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Case ID: 12306848

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 09-Apr-2016 ~ Outcomes: HO Application Type: NDA
DAY)
FDA Rcvd Date: 26-Apr-2016 ~ Mfr Rcvd Date: 14-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1051032 Application #: 999999

Patient Information:

Age: 213 DAY Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN 15-Mar-2016
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething Unk Unk B38415 STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA @ Version: 181 ) 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
HEAD. SHE TOOK HIM TO A LOCAL HOSPITAL. CHILD WAS TRANSFERRED TO A HOSPITAL IN®®

ggg WHERE THE DOCTORS DIAGNOSED CHILD'S CONDITION AS "BLEEDING ON HIS BRAIN." CHILD WAS
DISCHARGED ON®®  CHILD IS AT HOME NOW. SWELLING IS YET TO GO DOWN.
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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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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Case ID: 12311125

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 19-Mar-2016  Outcomes: HO,OT Application Type: NDA
DAY)
FDA Rcvd Date: 27-Apr-2016 ~ Mfr Rcvd Date: 18-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1051095 Application #: 999999

Patient Information:

Age: 1YR Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN,
BODY TEMPERATURE
INCREASED
2 HYLAND'S BABY TINY Oral
COLD TABLETS
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
Baby Teething NA Unk B51715 STANDARD HOMEOPATHIC
2 HYLAND'S BABY TINY NA Unk
COLD TABLETS
Event Information:
Preferred Term ( MedDRA & Version: 181 ) ReC
Seizure NA
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FOIA Case Report Information

Case ID: 12311125

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:
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Case ID: 12341669

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 20-Apr-2016 ~ Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 06-May-2016  Mfr Rcvd Date: 24-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1051563 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# 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 & Version: 19.0 ) ReC

Seizure NA

Event/Problem Narrative:
MOTHER POSTED ON®® THAT HER SON HAD A SEIZURE AFTER TAKING THE TABLETS.
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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
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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:
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Case |ID: 12341756

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA  Event Date: Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 06-May-2016  Mfr Rcvd Date: 26-Apr-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1051565 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething Oral TEETHING PAIN
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 & 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. AS PROOF PARENTS GAVE HIM ONE TABLET AND IN THE
MATTER OF 15 MINUTES HE HAD A SEIZURE.
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Case |ID: 12341756

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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:

Print Time: 04-NOV-2016 08:49 AM
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Case ID: 12388846

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: Outcomes: HO,OT Application Type: NDA
DAY)
FDA Rcvd Date: 20-May-2016  Mfr Rcvd Date: 06-May-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1052532 Application #: 999999

Patient Information:

Age: 1YR Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN, Apr-2016 Apr-2016
FEVER
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA No B80015 STANDARD HOMEOPATHIC

Event Information:

Preferred Term ( MedDRA & Version: 19.0 ) ReC
Pyrexia NA
Rash NA
Seizure NA
VVomiting NA
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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
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

Print Time: 04-NOV-2016 08:49 AM
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Case ID: 12388846

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:
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Case |ID: 12389148

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 2016 Outcomes: HO Application Type: NDA
DAY)
FDA Rcvd Date: 20-May-2016  Mfr Rcvd Date: 09-May-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1052539 Application #: 999999

Patient Information:

Age: 167 DAY Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 BABY TEETHING GEL Topical TEETHING PAIN 2016 2016
(HYLAND

HOMEOPATHIC)

Interval 1st

# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
BABY TEETHING GEL NA Unk STANDARD HOMEOPATHIC
(HYLAND

HOMEOPATHIC)

Event Information:
Preferred Term ( MedDRA & Version: 19.0 ) ReC

Seizure NA

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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Case ID: 12389148

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:
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Case ID: 12412557

Case Information:

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

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

Patient Information:

Age: 152 DAY Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN 2009 2010
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
Baby Teething NA Yes 105830 STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA @ Version: 19.0 ) ReC

Seizure NA

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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r= i ) 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
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

Reporter Source:

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

Outsourcing Facility?:

Literature Text:
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Case |D: 12424787

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 2016 Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 01-Jun-2016 ~ Mfr Rcvd Date: 17-May-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1053003 Application #: 999999

Patient Information:

Age: Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething Unk Unk STANDARD HOMEOPATHIC

Event Information:
Preferred Term ( MedDRA & Version: 19.0 ) ReC

Seizure NA

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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Case ID: 12424787

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
Reporter Source:
Study Report?: No Sender Organization: STANDARD HOMEOPATHIC 503B Compounding

Literature Text:

Outsourcing Facility?:
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Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP:
DAY)

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

Country: USA  Event Date: 20-May-2016

Case ID: 12429653

Outcomes: OT Application Type: NDA

Application #: 999999

Patient Information:

Age: 304 DAY Sex: Male Weight:
Suspect Products:
Compounded Dose/
# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA Yes

STANDARD HOMEOPATHIC

Event Information:

Preferred Term ( MedDRA & Version: 19.0
Body temperature abnormal

Flushing

Muscle twitching

Staring

Unresponsive to stimuli

ReC

NA
NA
NA
NA
NA

Print Time: 04-NOV-2016 08:49 AM
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FILY

FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

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

Case ID: 12429653

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
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

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

If a field is blank, there is no data for that field
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case ID: 12429653

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:

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

If a field is blank, there is no data for that field
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FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 12460888

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 2016 Outcomes: HO,OT Application Type: NDA
DAY)
FDA Rcvd Date: 13-Jun-2016 ~ Mfr Rcvd Date: 30-May-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1053730 Application #: 999999

Patient Information:

Age: 152 DAY Sex: Male Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEMPERATURE Mar-2016 Apr-2016
INCREASED,
TEETHING PAIN
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
1 Baby Teething NA NA STANDARD HOMEOPATHIC
Event Information:
Preferred Term ( MedDRA @& Version: 19.0 ) ReC
Seizure NA

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.

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 59 of 65



FDA - Adverse Event Reporting System (FAERS)

r= i ) 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
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

Reporter Source:

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

Outsourcing Facility?:

Literature Text:

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 60 of
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FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 12726345

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: Jun-2016 Outcomes: OT Application Type: NDA
DAY)
FDA Rcvd Date: 08-Sep-2016  Mfr Rcvd Date: 26-Aug-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1057183 Application #: 999999

Patient Information:

Age: 182 DAY Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral BODY TEMPERATURE Jun-2016
INCREASED,
TEETHING PAIN
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 @& Version: 19.0 ) ReC
Seizure NA

Event/Problem Narrative:

MOTHER STATES THAT WITHIN Eg; HOURS OF USING THE BABY TEETHING TABLETS FOR THE FIRST
TIME CHILD HAD A SEIZURE. ALL TOGETHER CHILD HAD 4 SEIZURES- ONE IN®® — TWO IN®®  AND
ONE IN®® CHILD WAS TAKEN TO CHILDREN'S HOSPITAL. THE MORNING THAT CHILD WENT TO
THE HOSPITAL ER, SHE WAS GIVEN BTET AND WITHIN A COUPLE OF HOURS SHE HAD A SEIZURE.
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)

r= i ) 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

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

Reporter Source:

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

Literature Text:

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 62 of 65



FDA - Adverse Event Reporting System (FAERS)

r= i ) FOIA Case Report Information

Case ID: 12756114

Case Information:

Case Type: EXPEDITED (15— eSub: Y  HP: Country: USA Event Date: 05-Sep-2016  Outcomes: LT Application Type: NDA
DAY)
FDA Rcvd Date: 16-Sep-2016 ~ Mfr Rcvd Date: 05-Sep-2016 Mfr Control #: US-STANDARD HOMEOPATHIC COMPANY-1057400 Application #: 999999

Patient Information:

Age: 152 DAY Sex: Female Weight:

Suspect Products:
Compounded Dose/

# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 Baby Teething 1 DF/ Oral TEETHING PAIN 05-Sep-2016
2 GRIPE WATER (DIETARY Oral 05-Sep-2016
SUPPLEMENT)
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler
Baby Teething NA Unk STANDARD HOMEOPATHIC
2 GRIPE WATER (DIETARY NA Unk
SUPPLEMENT)
Event Information:
Preferred Term ( MedDRA & Version: 190 ) ReC
Choking NA
Dysphagia NA

Print Time: 04-NOV-2016 08:49 AM If a field is blank, there is no data for that field Page 63 of 65






FIL

FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case ID: 12756114

Reporter Source:

Study Report?:

Literature Text:

No

Sender Organization: STANDARD HOMEOPATHIC

503B Compounding

Outsourcing Facility?:

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

If a field is blank, there is no data for that field
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Printer: CDPEDQ5

User: STEPPERH

Date - Time: 04-Nov-2016 08:50 AM
Total Number of Cases (Non-Esub): 65
Total Number of Pages: 253

Print Job Number: 12987

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.
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Individual Case Safety Report

11008868-01-00-02

[] user Facility [[] importer |

w

User Facility or Importer Name/Address

ry

. Contact Person

5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/ddfyyyy)
Aware of Event (mm/ddfyyyy) [ Initiat

[T] Foliow-up #

9. Approximate 10. Event Problem Codes (Refer to coding manual)

Age of Device
Patient |_ [ I_ l
Code

Cose | -|

-1

11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpatient
[ es — Ty S H o O Diagnostic Facility
ome
[INo ) (] Ambulatory
13. Report Sent to Manufacturer? (] Nursing Home Surgical Fac:lvty
[[] Outpatient Treatment
[Jes Facility
T {mmiddhyy]
Cne  mmod [ Other
(Specify)
14. Manufacturer Name/Address

of 3

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Evgnt

CaselD: 11008869

2. if Follow-up, What Type?

] Death [[] Correction
(7] serious Injury [ Additional Information
(] Malfunction [[] Response to FDA Request
[[] Device Evaluation
3. Device E d by Manuf er?

[C] Not Returned to

provide code:

Manufacturer

[[JYes [] Evaluation Summary Attached
[:] No (Attach page to explain why not) or

4. Device Manufacture Date
(mmiyyyy)

5. Labeled for Single Use ?

[ Yes [ Ne
6. Event Problem and Evaluation Codes (Refer to coding manual)
Patient | |_l ]_ | I
Code
Coie” | J-| |- |
Code
wewos | |- ]
S I s S N
S I T N
7. ¥R dial Action | d, Check Type 8. Usage of Device
(] Recal [] Notfication [[] Initial Use of Device
(] Repair (] nspection (] Reuse
[] Reptace [] Patient Monitoring [ unknown
; 9. If action ed to FDA under
[ Relabeling [ ] Modfcator/ 21 USC 3601, list correction/
removal reporting number:
D Other:

10. [[] Additional Manufacturer Narrative

and/ or

1. D Corrected Data

G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. R t Source
Address (Check all that apply)
HYLAND'S, INC. [ Foreign
154 W. 131ST STREET (] Study
LOS ANGELES, CA 90061 [ titerature
_ e
Sl Addrea [:l Health Professional
STANDARDEHYLANDS . COM -
4. Date Received by 5. D User Facility
Manufacturer (mm/dd/yyyy) (AWNDA # D g:g,pmy e
03/23/2015
6. If IND, Give Prot | # ND# D pstibutor
) , Give acol )
BLA # [] otner:
PMA/
7. Type of Report 510(k) #
(Check all that apply)
Combinati
[Jsday [[]30gay Product [dves
g 7-day % Periodic Pre-1938 [ Yes
10-day Initial
OTC Product Y
[7] 15-day [] Followup# ___ bt
9. Manuf; er Report Numb 8. Adverse Event Term(s)
E
54973 AE # 1604 SETZUR

pSS
APR =9 UB

This section applies only to requirements of the Paperwork Reduction Act of 1995,
The public reporting burden for this collection of information has been estimated to average 66
nh:tnpormspmse, including the time for reviewing instructions, searching existing data

sources,

g and maintaining the data r

collection of information, including suggestions for reducing this burden to:

ded, and completing and reviewing the collection
oﬂnformation Sendconmmwurdmthuburﬂenemnateormyo&nraspedofﬂis

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff emall address.

APR - g 2015















CaselD: 11012660

Individual Case Safety Report

L
. H. DEVICE MANUFACTURERS ONLY
1101 2660-01-00-02 1. Type of Reportable Event 2. If Follow-up, What Type?
[[] peatn [] Correction
3. User Facility or Importer Name/Address ] [[] serious Injury [] Additional Information
[[] Maltunction [[] Response to FDA Request
[[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
[] Not Retumed to Manufacturer (i)
4. Contact Person 5. Phone Number D Yes D Evaluation Summary Attached
D No (A“achodpage to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code:
Importer Became (mnvddryyyy) [Oyes [N
Aware of Event (mm/dd/yyyy) D Initial

6. Event Problem and Evaluation Codes (Refer fo coding manual)

[ Follow-up # Pai
atient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code —' - L —] - L I
Age of Device
Patient Device L _ l I I —I
Code L T - L 7 - I -] Code I -
i - - ] Method HH H |
11. Report Sent to FDA? 12. Location Where Event Occurred Resulls l l_[ 7_ ]_L j
Hospital Outpatient
D Yeo D osp D Diagnostic Facility
[JNo (mm/dd/yyyy) (] Home [] Ambulstery Conclusions L ]—‘ T-L 1-L '
13. Report Sent to Manufacturer? | L] Nursing Home Surgical Facilty 7. If Remedial Action Initiated, Check Type |8, Usage of Dovice
(] outpatient Treatment ) .
[ Yes Facility [] Recail [] Notification [] Initial Use of Device
mmidd/
Owne (s (] otner: : [] Repair [ nspecion [ Reuse
(Specify) Unkn
[C] Replace [[] Patient Monitoring ] Unknown
14. Manufacturer Name/Address
D Relabeling I:] Modification/ 9. If action reported to FDA under
Adjustment 21 USC 360if), list correction/
removal reporting number:
D Other:
10. [_] Additional Manufacturer Narrative and/or 11. [[] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Rc?gén Source
Address { k all that apply)
Forei
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET [] Study
LOS ANGELES, CA 90061 [[] Literature
- Co
Emal Address [] Health Professional
STANDARD@HYLANDS . COM User Faciit
4. Date Received by 5. D ser Faciity
Manufacturer (mmv/dd/yyyy) (ANDA # D ngpany N
03/18/2015 ND & [] Distributor Dss
6. If IND, Give Protocol # .
BLA# [ Other:
PMAY - : APR 1 0 2015
7. Type of Report 510(k) #
(Check all that apply) Combination
[Osday []30-0ay Product [ Yes
[(J7-0ay []Periodic Pre-1938  [JYes |————————
- Initial
[J10-day ] Initia OTC Product 7] Yes
15-day E] Follow-up # ————
9. Manufacturer Report Number |8, Adverse Event Term(s)
CHOKING
54973 AE # 1603
=9 2015
This section applies only to requirements of the Paperwork Reduction Act of 1995. Department of Health and Human Services OMB Statement: "An agency may not
The public reporting burden for this collection of information has been estimated to average 66 Food and Drug Administration conduct or sponsor, and a person is not
minutes per response, including the time for reviewing instructions, searching existing data Office of Chief Information Officer required to respond to, a collection of
sources, gathering and maintaining the data needed, and completing and reviewing the collection ~ Paperwork Reduction Act (PRA) Staff information unless it displays a currently
of information. Send comments regarding this burden estimate or any other aspect of this PRAStaff@fda.hhs.gov valid OMB control number.

collection of information, including suggestions for reducing this burden to: Please DO NOT RETURN this form to the above PRA Staff email address.
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CaselD: 11061630

11061630-01-00-02

e2of >

G. ALL MANUFACTURERS

H. DEVICE MANUFACTURERS ONLY

1. Check One 2, _OFIImponer Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[[] user Faility (] importer [] Deatn [ correction
3. User Facility or Importer Name/Address [ serious Injury [[] Additional Information
] Malfunction [[] Response to FDA Request

[T] Device Evaluation

3. Device Evaluated by Manufacturer?

4. Device Manufacture Date

(mmiyyyy)
[[] Not Returned to Manufacturer
4. Contact Person 5. Phone Number [:] Yes D Evaluation Summary Altached
[ no (Allaccgfage to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code:
Importer Became (mm/dd/yyyy) [ Yes [Ine
Aware of Event (mm/dd/yyyy) D Initial
6. Event Problem and Evaluation Codes (Refer to coding manual)
[ Follow-up # Pa
tient [
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code l - ] - L
Age of Device
I oL
Code Code
Device
Soce. | - | | waot | - ]
11. Report Sent to FDA? 12. Location Where Event Occurred Results l I_l j_L I_I —l
[dves L] Hospital 0 gualgng:t?é Facility
(mm/dalyyyy) [C] Home Conclusions - - .
[JNo Nursing H [[] Ambulatory
13. Report Sent to Manufacturor? [ Nursing Home Surgical Facility 7. If Remedial Action Initiated, Check Type |8, Usage of Device
[T] Outpatient Treatment . X
[Jyes Facility [ Recall [] Notification [[] mnitial Use of Device
(mm/ddlyyyy)
[ no (] other: T ] Repair [] inspection [ Reuse
p6CH
; ; Unknown
Repl
14. Manufacturer Name/Address D eplace D Fetiont Wonkoring D
D Refabeling D Modification/ 9. If action reoponed to FDA under
Adjustment 21 USC 360i(f), list correction/
removal reporting number:
D Other:

10. [_] Additional Manufacturer Narrative

and/or

11. [] Corrected Data

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name ' 310-768-0700
EDYTA FRACKIEWICZ 3. Report Source
Address (Check all that apply)
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 D Literature
: Consumer
Emal Address [] Health Professionai
STANDARD@HYLANDS.COM User Facii
4. Date Received by 5. [ User Facilty
Manufacturer (mmv/dd/yyyy) (ANDA # [:l Company
24/03/2015 Representaiive
IND # [[] Distributor
6. If IND, Give Protocol #
BLA# [ other: D S S
PMA/
7. Type of Report 510(k) #
(Check all that apply) o AP R 2 3 2
Combination 5
[Jsday [[]30-day Product [[] Yes
[ 7-day  [] Periodic Pre-1938 [ Yes
. Initial
[] 10-cay na OTC Product 7] Yes
15-day D Follow-up #
9. Manufacturer Report Number  |8. Adverse Event Term(s)
SEIZURE
54973 AE § 1605 APR 20]5

This section applies only to requirements of the Paperwork Reduction Act of 1995.

Department of Health and Human Services

OMB Statement: "An agency may not

The public reporting burden for this collection of information has been estimated to average 66 Food and Drug Administration conduct or sponsor, and a person is not
minutes per response, including the time for reviewing instructions, searching existing data Office of Chief Information Officer required to respond to, a collection of
sources, gathering and maintaining the data needed, and completing and reviewing the collection Paperwork Reduction Act (PRA) Staff information unless it displays a currently
of information. Send comments regarding this burden estimate or any other aspect of this PRAStaff@fda.hhs.gov valid OMB control number,

coflection of information, including suggestions for reducing this burden to:

Please DO NOT RETURN this form to the above PRA Staff email address.
















l Individual Case Safety Report CaselD 11088037

T T

11088037-01-00-02 . DEVICE MANUFACTURERS ONLY

. Type of Reportable Event 2. If Follow-up, What Type?
|_J User Facility || importer | [[] Death [[] correction
3. User Facility or Importer Name/Address [[] Serious Injury [[] Additional Information
["] Malfunction 7] Response to FDA Request
[] Device Evaiuation
3. Device Evaluated by Manufacturer? 4, I()evice Il)anufacture Date
[} Not Retumed to Manufacturer
4. Contact Person 5. Phone Number [[JYes [] Evaluation Summary Attached
D Noo&qd“acn page to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide coce:
Importer Became (mm/dd/yyyy) [ Yes [InNe
Aware of Event (mm/dd/yyyy} D Initial
6. Event Problem and Evaluation Codes (Refer fo coding manual)
[] Follow-up # )
Patient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code I l = | l - l |
Age of Device
patent [ || l ot | |- - N
Code Code
Cote” - - | H I 5 |
cose. | -| || | Method
11. Report Sent to FDA? 12. Location Where Event Occurred Results | l_l I_l |_| ’
[ Yes [[] Hospital [] Qutpatien
J— Dtagnoshc Facility
(mm/ddlyyyy) [] Home Conclusions I |-l I-I H |
[Jno _ [] Ambulatory
13. Report Sent to Manufacturer? [D:] Nursing Home Surgical Facility 7. If Remedial Action Initiated, Check Type | 8. Usage of Device
Qutpatient Treatment N
[ Yes . Fadility [] Recal [] Notification (] initial Use of Device
[Ino ( [Jother: TSpe5T5) [[] Repair [] tnspection [ Reuse
Dec
[[] Replace [ Patient Monitoring [ unknown
14. Manufacturer Name/Address ) - FDA
[[] Relabeling [] Modification/ . If action reported to under
Adustment 21 USC 360i(f), list correction/
removal reporting number:
D Other:
10. [T] Additional Manufacturer Narrative and/or 11.[T] Corrected Data

G. ALL MANUFACTURERS
2. Phone Number

1. Contact Office (and Manufacturing Site for Devices)

Name 310-768-0700
EDYTA FRACKIEWICZ 3 Repori Source
Address (Check ail thal appiy)
HYLAND'S, INC. [ Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 [ Literature
i Consumer
Sl Ackiate [] Health Professional
STANDARDEHYLANDS . COM .
4. Date Received by 3 (] User Faiity
Manufacturer (mm/dd/yyyy) (AINDA # D mgmjve
04/11/2015 ' ep

No#  |[T]Distributor

6. If IND, Give Protocol # .
BLA# [] other: DS s

PMA/

7. Type of Report 510(k) # WAy - 1 st

(Check all that apply)

[]5day []30-day gro;ndt:i;aﬂon [JYes
[J7-day []Periodic Pre-1938 [ ] Yes
D 10-day m Initial

OTC Product ‘Z] Yes

15-day []Follow-up#___

9. Manufacturer Report Number 8. Adverse Event Term(s)
THICK SALIVA, CHOKING

54973 AE # 1606

This section applies only to requirements of the Paperwork Reduction Act of 1995, Department of Heatith and Human Services oMB e Ty not
The public reporting burden for this collection of information has been estimated to average 66 Food and Drug Administration conduct or sponsor, and a person is not
minutes per respanse, including the time for reviewing instructions, searching existing data Office of Chief Information Officer required to respond to, a collection of
sources, gathering and maintaining the data needed, and completing and reviewing the collection  Paperwork Reduction Act (PRA) Staff information unless it displays a currently
of information. Send comments regarding this burden estimate or any other aspect of this PRAStaff@fda.hhs.gov valid OMB control number."

collection of information, including suggestions for reducing this burden to: Please DO NOT RETURN this form to the above PRA Staff email address.
















































. Check One
[[] user Facility

2. UF/importer Report Number

{1 importer

[e2of5

»

User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] Death

[[] serious Injury

(] Malfunction

CaselD: 11176579

2. If Follow-up, What Type?
[] correction
[7] Additional Information
[[] Response to FDA Request
[7] Device Evaluation

4. Contact Person

5. Phone Number

6. Date User Facllity or

7. Type of Report 8. Date of This Report

3. Device Evaluated by Manufacturer?
[[] Not Retumed to Manufacturer
[[JYes [] Evaiuation Summary Attached

[] No (Attach page to explain why not) or
provide code:

4. Davice Manufacture Date
(mmAyyyy)

5. Labeled for Single Use?

[[] Yes [No

6. Event Problem and Evaluation Codes (Refer to coding manual)

Patient
Code

I R

Device L
Code

-1 |

H

Method [

o s

ul

Rasuits l

]

-l

Conclusions I

A H ]

8. Usage of Device
[[] Initial Use of Device

(] Reuse

[ unknown

7. If Remedial Action Initiated, Check Type
[[] Recalt (] Notification
] Repair [[] Inspection
[} rReplace [T] Patient Monitoring
[[] Relabeling [T Madification/
Adjustment
D Other:

9. If action reported to FDA under
21 USC 360i(f), list correction/
removal reporting number:

Importer Became (mm/dd/yyyy}
Aware of Event (mm/dd/yyyy) D Initial
(] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual}
Age of Device
Patient J - [ l_ | l
Code
Sy J-| - |
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
[ Yes L] Hospitl O 83.‘3:&3"-.@ Facility
N (mm/dd/yyyy) [] Home
[INe ) (] Ambuiatory
13. Report Sent to Manufacturer? [[J Nursing Home Surgical Facility
[[] Outpatient Treatment
[JYes Facility
(mmy7da,
D No mm/ddyyyy) D Other- <
(Specify)
14, Manufacturer Name/Address
G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
E‘.::iTA FRACKIEWICZ 3. ?C t s”ouuge o
ress a ap|
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET (] Study
LOS ANGELES, CA 90061 [] uiterature
Y Consumer
mai ress D Health Professionai
STANDARD@HYLANDS . COM -
7. Date Received by 3 [ User Facilty
Manufacturer (mm/dd/yyyy) (AINDA # D Sompany‘
05/18/2015 WO
IND # (] Distrioutor
6. IfIND, Give Protocol # .
BLA # [] other:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Cornbinat
ombination
[J5day []30-day Product [ yes
[J7-ey  []Periodic Pre-138 [ ] Yes
Initial
[J10-day L] ini OTC Product (7] Yes
15-day [ _] Follow-up#
9. M er Report Numb 8. Adverse Event Term(s)
BELLADONNA TOX, WRITHING, ALTERED
54973 A& # 1607 STATE, CRYING, DILATED PUPILS,
CONFUSION, STAGGERING, UNSTEADY

10. [_] Additional Manufacturer Narrative

and/ or 11. [] Corrected Data

DSS
JUN -9 20

JUN - 8 ap¢s

This section applies only to requirements of the Paperwork Reduction Act of 1995.
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data

sources, gathering and

ining the data r

ded, and completing and

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

ing the collection

Department of Heaith and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff email address.
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T117a747-01-00-02

wITTUR Ve

[] user Facility

[ importer

F

3. User Facility or Importer Name/Address

e2of 3

4. Contact Person

5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became {mmiddlyyyy)
Aware of Event (mm/dd/yyyy) D Initial
[] Follow-up #
9. Approximate 10. Event Problem Codes (Refer fo coding manual)
Age of Device
Code | - J-| |
Device
ot J-| I-| |
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpatient
D (S D osP D Diagnostic Facility
(mm/dd/yyyy) D Home
[CJNe ) [] Ambulatory
13. Report Sent to Manufacturer? (] Nursing Home 50’9'031 Facility
(] Outpatient Treatment
[Jyes Facility
T (mmiddlyyy]
Ono Mmoo (] other: ‘
(Specify}

14. Manufacturer Name/Address

G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number

Name
EDYTA FRACKIEWICZ

310-768-0700

Address

HYLAND'S, INC.
154 W. 131ST STREET
LOS ANGELES, CA 90061

3. Report Source
(Check all that apply)

Email Address
STANDARD@HYLANDS . COM

4. Date Received by
Manufacturer (mm/dafyyyy)

05/21/2015

6. If IND, Give Protocol #

7. Type of Report

(Check all that apply)
[(J5day [ 30day
D 7-day D Periodic

[] 10-day initial

15day [ ] Follow-up# ___

OTC Product m Yes

[[] Foreign
[ swsy
[[] uterature
Consumer
D Health Professional
3 [[] user Faciity
Company
(A)NDA # O R aiive
IND # [[] oistributor
BLA® (] Other
PMA/
510(k) #
Combination
Product (7 Yes
Pre-1938 [ Yes

9. Manufacturer Report Number
54973 AE # 1609

8. Adverse Event Term(s)
SEIZURE

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

CaselD: 11479757

FDA USE ON

2. If Follow-up, What Type?

[C] Not Retumed to Manufacturer

{T] Death [] Correction
{] Serious Injury [[] Additional Information
] Malfunction [[] Response to FDA Request
[[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date

(mm/yyyy)

[JYes [ Evaluation Summary Attached
D No (Afmocgfage to explain why not) or 5. Labeled for Single Use?
provide
[Jyes (L
6. Event Problem and Evaluation Codes (Refer to coding manual)
Code J-| - ]
Code
Coce. || I-| |
Code
waros |
R | | L ]
concusions | ] ] ]
7. if Remedial Action Initiated, Check Type 8. Usage of Device
[ Recal [] Notifcation [[] wnitai Use of Device
[7] Repair [[] inspection [ Reuse
(] Repiace [] Patient Moritoring [ unknown
: 9. If action reported to FDA under
[[JRefabeting '] m"’ 21 USC 360K(), list correction/
removal reporting number:
D Other:
10. [T] Additional Manufacturer Narrative and/or 11. [[] Corrected Data

DSS
JUN 10 205

This section applies only to requirements of the Paperwork Reduction Act of 1998,
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data

sources, gathedng and maintaining the data needed, and completing and reviewing the collection
regarding this burden estimate or any other aspect of this

of inf 1. Send col

collection of information, including suggestions for reducing this burden to:

Department of Heaith and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff email address.

JUN - g 245
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. Check One
[] user Facility

11178760-01-00-02

e2

A

[ mporter

2. UFimporter Report Number

w

User Facility or Importer Name/Address

4. Contact Person

5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/dd/iyyyy)
Awars of Event (mm/dd/yyy) D Initial
(] Fotlow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient
Code I | - | l - I |
Device
Qoo -[ J-L l
11. Report Sent to FDA? 12. Location Where Event Occurred
i QOutpatient
] Yes [ Hospital O
LT [ Home Dragnostic Faciiy
JNo , (] Ambulstory
13. Report Sent to Manufacturer? (J Nursing Home Surgical Facility
(] Outpatient Treatment
[ Yes Facility
D No (mmidd/yyyy) D Other:
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number

Name 310-768-0700
EDYTA FRACKIEWICZ T Report Source
Address (Check all that apply)
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 (] Literature
i D Consumer
Email Address Heaith Professional
STANDARD@HYLANDS . COM »
2. Date Received by 3 (] User Faciity
Manufacturer (mm/dd/yyyy) (AINDA # O Sggtpmytam
05/25/2015
IND # [[] pistributor
6. It IND, Give Protocol #
BLA # D Other:
PMA/
7. Tg::c:fal;o:;n 510(k) #
that
d s Combination
[Jsday []30<ay uct [ ves
[J7ey L] Periodic Pre-1938 [ Yes
Initial
(] 10ey ] tita OTC Product (7] Yes
15-day [ ] Follow-up# ___

9. Manufacturer Report Number
54973 AE # 1612

8. Adverse Event Term(s)
BRUISES AND RED SPOTS ON SKIN

of

1. Type of Reportable Event

H. DEVICE MANUFACTURERS ONLY

CaselD: 11179760

2. If Follow-up, What Type?

{[J Not Retumed to Manufacturer

[] Death (] Correction
] serious Injury [] Additionai Information
[] Matfunction [] Response to FDA Request
[] Device Evaluation
3. Device E' d by Manuf: er? 4. Device Manufacture Date

(mmiyyyy)

[JYes []Evaluation Summary Attached
[[] No (attach page to explain why not) or 5. Labeled for Single Use?
provide code:
[JYes [OJnNo
5. Event Problem and Evaluation Codes (Refer fo coding manual)
o - -] !
Cods” |_ - I-| ]
wewos | - ]
Resuts | || i 3! |
Concusons | H H H |
7. if Remedial Action Initiated, Check Type 8. Usage of Device
] Recall [[] Notification [[] witial Use of Device
[J Repair {] Inspection [ Reuse
[[J Replace [[] Patient Monitoring [ unknown
D Other:

10. (] Additional Manufacturer Narrative

and/or 11. ] Corrected Data

DSS
JUN102

JUN - 9 2915

This section applies only to requirements of the Paperwork Reduction Act of 1995,

Mmﬂcmﬁwbwmhrﬂvswlhdmdwtmmmhnbmmmwamse
minutes per response, including the time for reviewi i

g data

sources, gathering and maintaining the data needed, mdwweﬁmmdmwmgmecoleann
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Heaith and Human Services
Food and Drug Administration

Office of Chief information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information uniess it displays a currently
valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff email address.
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. e2of 6
t11787732-01-00-02 —
. H. DEVICE MANUFACTURERS ONLY
1. Check One 2. UF/importer Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
(] user Faciiity [ importer [[] oeath [[] Correction
3. User Facility or Importer Name/Address [[] serious Injury [[] Additional Information
7] Malfunction [T] Response to FDA Request
[[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
(mmiyyyy)
[[] Not Retumed to Manufacturer
4. Contact Person 5. Phone Number [[J Yes [7] Evaluation Summary Attached
] no (Arrachpage to explain why not) or 5. Labeled for Single Use?
6. me User Facility or 7. Type of Report 8. m o Thia Report provids cod CJves  [Jo
Aware of Event (mm/dd/fyyyy) D Initial
I:l F N 6. Event Problem and Evaluation Codes (Refer to coding manual)
ollow-up
Patient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code [ |‘| [‘[ I
Age of Device .
paten -[ | l Cose” - |- |
Device -
s - || | Metrod | H 5 I |
11. Report Sent to FDA? 12. Location Where Event Occurred - - -

[] Hosoital [] Qutpatient i | ‘ l ! f I l I
¥ — e | (wome Disgosic Facly coaisors | | H ]
[INe [] Ambuiatory

73. Report Sent fo Manufacturar? | L Mursing Home Surgical Facility 7. if Remedial Action Initiated, Check Type | 8. Usage of Device
[ Yes a g:;p':yﬂm” ent [ Recat [ Notiication [[] initial Use of Device
(mm7ddalyyyy)
[JNo [[] other: S [ Repair (] inspection [[] Reuse
pe [7] Replace [[] Patient Monitoring D Unknow
14. Manufacturer Name/Address Modifica WMMFDAI}MN
D Relabetng D mmg:fu
reporting number:
E’ Other:
10. [] Additional Manufacturer Narrative and/or 11. [[] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Report Source
Address (Check all that apply)
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 D Literature
T Consumer
ail Address (] Health Professional
STANDARD@HYLANDS .COM .
2. Date Received by 3 [[J User Faciity
Manufacturer (mm/dd/yyyy) (AINDA # D %Nﬂy e
05/21/2015 IND # DDistﬂbuwr
6. If IND, Give Protocol #
BLA # (] orher:
PMA/
7. Type of Report 510(k) #
'Check all that g,
{ woly) Combination
[Jsday []30-day Product [ Yes
[ 7cay [ Periodic Pre-1938 [ Yes
Initial
[]10cay [/]inea OTC Product  [7] ves
15-day [ | Follow-up#___ _—
9. Manuf er Report Numb 8. Adverse Event Term(s) DSS
54973 AE & 1611 INFANT BOTULISM JUN l 0 20
This section applies only to requirements of the Paperwork Reduction Act of 1995. Department of Health and Human Services OMB Statement: "An agency may not
The pubiic reporting burden for this collection of information has been estimated to average 66 Food and Drug Administration conduct or sponsor, and & person is not
minutes per response, including the time for reviewing instructions, searching existing data mmwx' 0'“0)3'&‘“ required to "ewdtm a collection °f‘y
, gatheri d maintaining the data needed, and completing and reviewing the collection (PRA information unless it displays a curren
prraady ng ancm "9 neece " et PRAStaff@fda.hhs.gov valid OMB control number.”

of information. Send comments regarding this burden estimate or any other aspect of this

collection of information, including suggestions for reducing this burden to: Please DO NOT RETURN this form to the above PRA Staff email address.

JUN - g 2015
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1. Check One
[] User Faciity [[] importer

2. UFimporter Report Nu

mber

e2of 6
H. DEVICE MANUFACTURERS ONLY

3. User Facility or Importer Name/Address

4. Contact Person 5. Phone Number

1. Type of Reportable Event

CaselD: 11179851

FOA USE ONLY

2. If Follow-up, What Type?

[[] Not Returned to Manufacturer
D Yes

D No (Attach page to explain why not) or
provide code:

[ eath (] Correction
[] serious Injury [[] Additional Information
[[] matfunction (] Response to FDA Request
[[] Device Evaluation
3. Device E d by Manuf: ]

{] evaluation Summary Attached

4. Device Manufacture Date
(mmiyyyy)

5. Labeled for Single Usa?

6. Date User Facility or 7. e of Report 8. Date of This Report
Importer Becime Type of Repo (mmiddlyyyy) [(Jyes [JNo
Aware of Event (mm/dd/yyyy) D Initiat
6. Event Problem and Evaluation Codes (Refer to coding ma
Dscowins -y iy
9. :g:r:fxlmam 10. Event Problem Codes (Refer to coding manual) Code ’ —I - L I = L '
Device
Patient Device - -
Code , - L ] - ' —l Code ‘ [ j L 1
Device
Cote AL -0 f vews | - [} l
11. Report Sent to FDA? 12. Location Where Event Occurred _ Results I H H I_L j
Yes [[] Hospitat [[] Outpatient
O Diagnastic Facilty
) (] Home Concusons | |- ] H ]
O _ [ Ambuiatory
13. Report Sent to Manufacturer? 8 :‘:“"9 ”‘:_"e Surgical Facilty 7. If Remedial Action Initiated, Check Type |8, Usage of Device
tpatient Treatment . .
[ ves . Faciity (] Recai [] Notification (] inital Use of Device
T (mmidRyyyl
[no ] other: 5 5 [ Repair [ inspection [J Reuse
peciry, ) ) Unknown
14. Manufacturer Name/Address D Replece B Patient '.hmonng 9. if thm reported to FOA under
[JRetaceting ] Modification/ 21 USC 360(f), list correction/
Adjus removal reporting number:
[ otner:
10. [[] Additional Manufacturer Narrative and/or 11. [[] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Report S
Address (Check all that apply)
HYLAND'S, INC. [] Foreign
154 W. 131ST STREET [ stuay
LOS ANGELES, CA 90061 [[] Literature
¥ | Consumer
Email Address Health Profi al
STANDARD@HYLANDS . COM
4. Date Received by 3 [ user Faciiity
Manufacturer (mm/dd/fyyyy) (AINDA # [:] Company
05/23/2015 Repressntutive
IND # [[] Distributor
6. If IND, Give Protocol #
BLA # (] oter:
PMA/
that apply)
Combination ——
[J5day []30day Product [ Yes
[J7ay [ Periodic Pre1938 [ ] Yes DS S
Initial
(] 10-day ' OTC Product  [7] Yes
15-day [ ] Follow-up # _—
9. Manufacturer Report Number | 8. Adverse Event Term(s) JUN 1 0 20’5
\'4
54973 BAE # 1610 SELZURE, FEVER
This section applies only to requirements of the Paperwork Reduction Act of 1995, Department of Health and Human Services OMB Statement: “An agency may not
The public reporting burden for this collection of information has been estimated to average 65 Food and Drug Administration conduct or sponsor, and a person is not
minutes per response, including the time for reviewing instructions, searching existing data Office of Chief Information Officer required to respond to, a collection of
sources, gathering and maintaining the data ded, and pleting and reviewing the collection Paperwork Reduction Act (PRA) Staff mfnmnnonumssldisplay:awmﬂy
informati regarding this burden estimate or any other aspect of this PRAStalm@fda.hhs.gov valid OMB control number.”

A
collection of information, including suggestions for reducing this burden to:

Please DO NOT RETURN this form to the above PRA Staff email address.

JUN - 9 945
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11254142-01-00-02

likely brief seizure

B.6. Relevant Tests/Laboratory Data, Including Dates (continued)

BE.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy,
smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

healthy infant with no other predisposing factors

F. Concomitant Medical Products and Therapy pates (Exclude treatment of event) (continued)

none

UL 82015






CaseID 11258215

IARURIRATTORR A

1258215-01-00-02 e2of 6
P [l H. DEVICE MANUFACTURERS ONLY
. Check One 2. UF/importer Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[[] user Facility (] importer [ Death [[] Correction
3. User Facility or Importer Name/Address (] serious Injury [[] Additional Information
] Maifunction [] Response to FDA Request
[} Device Evaluation
3. Device Evak 1 by Manuf; er? 4. Device Manufacture Date
(mmiyyyy)
(] Not Returned to Manufacturer
4. Contact Person 5. Phone Number (] Yes [[]Evaluation Summary Attached
(7] No (Attach page to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code: ves No
Importer Became (mm/ddiyyyy) D D
Aware of Event (mm/ddlyyyy) [ wnitiar
6. Event Problem and Evaluation Codes (Refer fo coding manual)
(] Foltow-up # Patient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code l [ - l l - L I
Age of Device
Cote -1 1-1 | Code” | |- || |
Code - Code
D
Cate” - || | Mot | H I 5 |
11. Report Sent to FDA? 12. Location Where Event Occurred Resulls l 1_| I_l |_l ]
Hospital Outpatient
D Yes D e D Diagnostic Facili
N . y
(mm, [[] Home Conclusions [ H I | H
[JNo N Hom [] Ambuiatory
13. Report Sent to Manufacturer? | L Nursing Home Surgical Facility 7. If Remadial Action Initiated, Check Type |8, Usage of Device
[[] Outpatient Treatment
[ Yes Facility [7] Recal [] Notification [] initit Use of Device
(mmiddiyyy)
[ No [ other: e D Repair [] mspection [] Reuse
pecify, " A Unknown
14, Manufacturer Name/Address D Replace D Patient Monitoring D
D Relabeling D Modification/ 9. If action reported to FDA under
Adjustment 21 USC 360i(f), list correction/
removal reporting number:
[:l Other:
10. [[] Additional Manufacturer Narrative and / or 11.[[] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ ort Source
Address zeck all that apply)
HYLAND'S, INC. D Foreign
154 W. 131ST STREET [ stugy
LOS ANGELES, CA 90061 D Literature
- Consumer
Email Address |:] Health Professional
STANDARDE@HYLANDS .COM N
7. Date Received by ; [[] User Faciity
Manufacturer (mm/dd/yyy) (AINDA # E] gomggxmm
06/18/2015 [ op
IND # (] Distributor
6. If IND, Give Protocol # -
BLA # [J other:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Combinat
nation
[J5day []30-day Product [ yes
(] 7-day [ Periodc Pre-1938 (OYes |[—— DS
Initial
[ 1oday (4] OTC Product  [7] Yes S
15-day [ Follow-up # ____ — e
9. Manufacturer Report Number  |8. Adverse Event Term(s) JUL 9 20'5
54973 AE 4 1616 SE1ZURES
This section applies only to requirements of the Paperwork Reduction Act of 1998, Department of Health and Human Services OMB Statement: "An agency may not
The public reporting burden for this collection of information has been estimated to average 66 Food and Drug Administration duct or sp ,and ap is not
minutes per response, including the time for reviewing instructions, searching existing data Office of Chief Information Officer required to respond to, a collection of
sources, oathering and maintaining the data needed, and completing and reviewing the collection ~ Paperwork Reduction Act (PRA) Staff information unless it displays a curently
of informati regarding this burden estimate or any other aspect of this PRASIaff@fda.hhs.gov valid OMB control number."
collection of imm“uon' including suggestions for reducing this burden to: Please DO NOT RETURN this form to the above PRA Staff email address.

JUL - 8 215
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11275465-01-00-02 20f3
F-.'III'I‘I - y H. DEVICE MANUFACTURERS ONLY
1. Check One 2. UF/importer Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[[] user Facility {_] importer [[] peath [[] Correction
3. User Facility or importer Name/Address D Serious Injury E] Additionai Information
[[] Matfunction ] Response to FDA Request
[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
(mm/yyyy)
[[] Not Returned to Manufacturer
4. Contact Person 5. Phone Number {JYes []Evaluation Summary Attached
[_] No (Attach page to explain why not) or 5. Labeled for Single Use?
provide code:
6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mmidd/yyyy) OYes [ONe
Aware of Event (mm/dd/yyyy) I:‘ Initiat
6. Event Problem and Evaluation Codes (Refer to coding manual)
[ Follow-up #
Patient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code l I - I I = L |
Age of Device .
patent Coto | -| g |
Code = = Code
Cote. - -| | venos | ]
Code , l J od
11. Report Sent to FDA? 12. Location Where Event Occurred Results l J_l I_l l_l |
(Jyes [] Hospital O 8:5:2:3; Facility
[JNe (mm/dadfyyyy) ] Home (] Amouiatory Conclusions I I-l ]-I J'I l
73 Report Sent to Manufacturer?| [ Nursing Home Surgical Facility 7.1 Remedial Action Initiated, Check Type |8, Usage of Davice
[[] Outpatient Treatment - )
CJyes Facility [ Recat [] Notification (] wnitial Use of Device
(mmidd/yyyy) [[] Reuse
e ] other: . ] Repair (] tnspection
(Specify) ) - ] unknown
[[] Replace [[] Patient Monitoring
14. Manufacturer Name/Address ) Modicationf 3. 1f action reported to FOA under
[JRetabeling [ ] Py 21 USC 360i(f), list correction/
removal reporting number:
D Other:
10. [_] Additional Manufacturer Narrative and/ or 11. ] Corrected Data
o\ Al A - -)
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Report Source
Address (Check all that apply)
Forel
HYLAND'S, INC. [ Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 D Literature
i Consumer
Email Address Health Professional
STANDARD@HYLANDS .COM .
4. Date Received by 3 (] User Faciity
Manufacturer (mm/dd/yyyy) (AINDA # [:] ggmrgggtaﬁw
06/22/2015 e
IND # {_] oistributor
6. If IND, Give Protocol # oA D Other:
™ - DSS
7. Type of Report 510(k) #
(Check all that apply) — JU l 5
Combination S —
(] 5-day (] 30-cay Product (J Yes L 2015
[[] 7-aay [] Periodic Pre-1938 (] Yes
Initial
(] 10-day . OTC Product  [7] Yes
15-day D Follow-up #
9. Manuf Report Numb 8. Adverse Event Term(s)
SEIZURES
54973 AE # 1618 JuLl 4 2018

This section applies only to requirements of the Paperwork Reduction Act of 1995. Department of Health and Human Services OMB Statement: "An agency may not
The public reporting burden for this coflection of information has been estimated to average 66  Fo0d and Orug Administration
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

conduct or sponsor, and a person is not
Office of Chief Information Officer required to respond to, a collection of
Paperwork Reduction Act (PRA) Staff information uniess it displays a currently
PRAStaff@fda.hhs.gov valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staif email address.
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11275478-01-00-02

F. FOR USE BY USER FACILITY/INVPORTER (Devices Only)
1. Check One 2. UFfimporter Report Number
[ user Facility (] mporter

of 3
H. DEVICE MANUFACTURERS ONLY

w

. User Facility or Importer Name/Addrass

3

Contact Person 5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report

Importer Became (mm/ddlyyyy)
Aware of Event (mm/ddfyyyy) D Initial
(] Foltow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Cose | - - I
Code
Cote. -| -| |
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpatient
[ ves [] Hose 0 Diagnostic Faciity
No (mmiddryyyy) ] Home
] . D Ambulatory
13. Report Sent to Manufacturer? [ Nursing Home Surgical Facility
[T] Outpatient Treatment
] Yes Facility
{mm7da,
[INo ) ] otner: i
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
|[EDYTA FRACKIEWICZ 3. Report Source
Address (Check all that apply)
HYLAND'S, INC. [] Foreign
154 W. 131ST STREET [ sty
LOS ANGELES, CA 90061 [ Literature
Consumer
Email Address [ Health Professional
STANDARD@HYLANDS .COM )
@ Date Recaived by 5. [ user Faciity
acturer (mm.
( yyyy) (AINDA # D gompegxtaﬁve
06/26/2015 )
IND # (] oistributor
6. IfIND, Give Protocol #
BLA # [[] other:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Combinati
ombination L s
(Jsday []30-day Product [ Yes
D 7'day D Periodic Pre-1938 D Yes T ——
Initial
[ r0day [ i OTC Product  [7] Yes
15-day [ ] Follow-up# R —
9. Manufacturer Report Number [8. Adverse Event Term(s)
54973 AE # 1619 POSSIBLE SEIZURES

1. Type of Reportable Event
[[] peath
(] serious Injury
[ Maifunction

CaselD: 11275478

2. If Follow-up, What Type?
D Correction
[[] Additional Information
[T] Response to FDA Request
[T] Device Evaluation

3. Device Evaluated by Manufacturer?
[ Not Returned to Manufacturer
[[]Yes [] Evaluation Summary Attached

[C] No (Attach page to expiain why not) or
provide code:

4. Device Manufacture Date
(mmiyyyy)

S. Labeled for Single Use?

[ Yes [no

8. Event Problem and Evaluation Codes (Refer lo coding manual)

Patient l
Code

-

Device |

-|

-1
-|

Method

Results

y
|

H
M

-
H
H

Conclusions |

LI L

M

7. if Remedial Action Initiated, Check Type

[[] Recait [T Notification

(] Repair ] inspection

[[] Replace [[] Patient Monitoring
Relabelii Modification/

[ Relabeing ] Adjustment

D Other:

8. Usage of Device
[[] wnitial Use of Device

[ Reuse

D Unknown

9. If action reported to FDA under
21 USC 360i(f), list correction/
removal reporting number:

10. [T] Additional Manufacturer Narrative

o

BBy 1 4 oms

and /or 11. [[] Corrected Data

DSS
JUL 3 b 7

This section applies only to requirements of the Paperwork Reduction Act of 1995,
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewi g the collection

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration =

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a coliection of
information unless it displays a currently
valid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff email address.
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. Check One
[] user Faciity

[] mporter

A

45-01-00-0

2. UFimporter Report Number

w

. User Facility or Importer Name/Address

. Contact Person

»

5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/dd/yyyy)
Aware of Event (mm/dd/yyyy) [‘_" Initial
(] Foliow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
code | -l |-| |
Code
Code -] |-| |
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Qutpatient
[ — L] Hospi .| Diagnostic Facility
Cw (mm/ddlyyyy) ] Home
0 [[] Ambulatory
13. Report Sent to Manufacturer? (] Nursing Home Surgical Facility
[] Outpatient Treatment
[ Yes Facility
(mm/ddlyyyy)
[InNe [] other: _
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] Death
[[] serious injury
(] Malfunction

CaselD: 11279245

FDA USE ONLY

2. If Follow-up, What Type?
[] Correction
(] Additional Information
[T] Response to FDA Request
[T] Device Evaluation

3. Device Evaluated by Manufacturer?
[] Not Retumed to Manufacturer
[JYes [] Evaluation Summary Attached
[J No (Attach page to expiain why not) or
provide code:

4. Device Manufacture Date
(mmiyyyy)

5. Labeled for Single Use?

[JYes [} No

6. Event Problem and Evaluation Codes (Refer to coding manual)

ot - -1 |
Cote” J-| ]| ]
e I 5 |
Rosuts | L M H
Conclusions ! H H H l
7. If Remedial Action Initiated, Check Type 8. Usage of Device
[J Recall (] Notification [ Initial Use of Device
[] Repair [] ispection [ Reuse
[] Replace [[] patient Moritoﬁng [[] unknown
D Other:
10. [_] Additional Manufacturer Narrative and /or 11. [} Comected Data

015

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number

Name 310-768-0700

EDYTA FRACKIEWICZ 3. Report Source

Address (Check all that apply)

HYLAND'S, INC. [] Foreign

154 W. 131ST STREET [ study

LOS ANGELES, CA 90061 [ Literature

Consumer

EBal Addraes (] Health Professional

STANDARD@HYLANDS . COM

4. Date Received by 5. (] User Facility

Manufacturer (mm/dd/yyyy) (ANDA# D gompany .
epresentative
07/01/2015 S
IND # [[] Distributor
6. I IND, Give Protocol # D Other:
BLA# L 1 6
PMAY JU
7. Type of Reponpp,y 510(k) #
(Check all that apply)
Combination
[] 5-day ] 30-day Product [ Yes
(7day [ Periodic Pre-1038 [ ] Yes
Initial

[ 10-cay (4 OTC Product  [77] Yes

15-day [ | Follow-up#___ 1

9. Manuf: Report Numb 8. Adverse Event Torm(s) JUL 5 zu‘s

BRAIN BLEED, SEIZURES,
54973 aE 4 1620 DEVELOPMENTAL DELAY
This section applies only to requir of the Paperwork Reduction Act of 1995. Department of Healﬂ) and F_'Guman Services OMB Statement: "An agency may not
The public reporting burden for this collection of information has been estimated to average 66 Food and Drug Administration conduct or sponsor, and a person is not
minutes per response, including the time for reviewing instructions, searching existing data Office of Chief Information Officer required to respond to, a collection of
sources, gathering and maintaining the data needed, and completing and reviewing the collection Paperwork Reduction Act (PRA) Staff information unless it displays a curently
PRAStaff@fda.hhs.gov valid OMB control number.”

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Please DO NOT RETURN this form to the above PRA Staff email address.















-
1)

120107 1-01-00-02

1. LnecKk une
[] User Facility

<. ur porer keporn

[] importer

20f 3

3. User Facility or Importer Name/Address

4. Contact Person

5. Phone Number

6. Date User Facnmy or 7. Type of Report 8. Date of This Report
Importer B (mm/ddiyyyy)
Aware of Evem (nm/dd’yyyy) D Initial
D Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
ot |- |-l |
Code
ot |- ||
Code
11.'Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpati
[ Yes O t Dnagnosuc Facility
N (mm/dd/yyyy) D Home
[OnNo [[] Ambulatory
13. Report Sent to Manufacturer? | ) Nursing Home Surgical Faciity
[] Outpatient Treatment
[JYes Facility
CINe (mm/dd/yyyy) [] Other:
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ T Repori Sowce
Address (Check all that apply}
HYLAND'S, INC. [] Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 [ uterature
Consumer
Eipat Ackines [] Health Professional
STANDARD@HYLANDS . COM ]
4 DatoRocaivedby 5 [[] User Faciity
anufacturer (mm/dd/yyyy) Compan
(ANDA# D Repmsentauve
07/07/15
IND # [[] pistributor
6. ITIND, Give Protocol # ,
BLA# [0 other:
PMA/
7. Type of Report 510(K) #
(Check all that apply)
Combination
[Q5cay []30-day Product [Jyes
O7eay [ :’e_‘Abd" Pre-1938 [ ] Yes
[ 10-day [ Inita OTC Product  [7] Yes
[ 15-day [ Follow-up #

9. Manufacturer Report Number
54973 AE # 1621

8. Adverse Event Term(s)
SEIZURES

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] Death

[] serious Injury

] Malfunction

5 ' -
FOA USE ONLY

2. if Follow-up, What Type?
] Correction
[[] Additional Information
[] Response to FDA Request
[[] Device Evaluation

3. Device Evaluated by Manufacturer?

[} Not Retumed to Manufacturer

[JYes [[]Evaluation Summary Attached
o (Auaggdpage to explain why not) or

4. Device Manufacture Date
(mmiyyyy}

5. Labeled for Single Use?

] Yes [ No

6. Event Problem and Evaluation Codes (Refer to coding manual)

Code | || - |
Code
cose. | -1 - |
Code
vethod | H H H |
Resuts | I H K
Conclusions | I I H |
7. if Remedial Action Initiated, Check Type 8. Usage of Device
[] Recall (] Netifcation [[] Initial Use of Device
] Repair {] tnspection [ Reuse
[[] Replace [] Patient Monitoring [[] Unknown
9. If action reported to FDA under
[ Relabeling [} Modrcaton’ 21 USC 360(f), list correction/
removal reporting number:
D Other:
10. [[] Additional Manufacturer Narrative and/or 11. [[] Corrected Data

DSS
JUL 28 2015

This section applies only to requirements of the Paperwork Reduction Act of 1995,

The public reporting burden for this collection of information has been estimated to average 66

minutes per response, including the time for reviewing instructions, searching existing data

sources, gathering and maintaining the data needed, and completing and reviewing the collection

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAS!aff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a coliection of
information unless it displays a currently
valid OMB control number "

Please DO NOT RETURN this form to the above PRA Staff email address.

JUL 22 2015






















+uaddvidual Case Safet

A

11374323-01-00-02

[ user Facility || Importer |
User Facility or Importer Name/Address

w

4. Contact Person 5. Phone Number

6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became {mm/dd/yyyy)
Aware of Event (mm/dd/yyyy) D Initial
[:] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Code' |-| -| |
Code
Code. I-| |-| |
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
Hi tal Outpatient
[Jes —_— (] Hospi a Diagnostic Facility
No (mmydd/yyyy) [[] Home
OJ [] Ambutatory
13. Report Sent to Manufacturer? [[] Nursing Home Surgical Facility
[] Outpatient Treatment
[ Yes Facility
mmidd/
D No (i yyyy) D Other: A
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ T ReoTSon e
Address (Chock 3l that apply)
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 [] iterature
Consumer
gt [] Heaith Professional
STANDARDGHYLANDS . COM .
7. Date Received by 5. [] User Faciity
Manufacturer (mm/dd/yyyy) (ANDA # D gmmtaﬁve
27/28/2015 S
' IND # [[] Distributor
8. If IND, Give Protocol #
BLA# L] Omer:
PMA/
7. Type of Report 510(k) #
(Check all that apply) Combinai
ombination
[]5day []30-day Product [ Yes
[J7-day []Periodc Pre-1938 [ ]Yes
1 Initial
O rodey (4 OTC Product  [7] Yes
[] 15-day []Follow-up#___
9. Manufacturer Report Number  |8. Adverse Event Term(s)
SETZURE LIKE ACTIVITY
54973 AE # 1623

20f d

1. Type of Reportabie Event

H. DEVICE MANUFACTURERS ONLY

FDA USE UNLY

2. If Follow-up, What Type?

D m&m?ge to explain why not) or

] Death [] correction
[ serious Injury [[] Additionat information
] maifunction [[] Response to FDA Request
[[] pevice Evatuation
3. Device Evaluated by M turer? 4. Device Manufacture Date
[[] Not Retumed to Manufacturer
[[JYes [[]Evaluation Summary Attached

5. Labeled for Single Use?

[] Yes [ No

6. Event Problem and Evaluation Codes (Refer fo coding manual)

Patient |
Code

J-

-| |

Devicel
Code

-1

|- |

HH ]

Method | I-
|

Results [

-

Conclusions l

H___H

7. If Remedial Action Initiated, Check Type

[] Recatt [[] Notification

[] Repair [[] wspection

[[] Replace [] Patient Monitoring
Relabelin Modification/

O 9o [ Nodfeatior

[] Other:

8. Usage of Device
[[] initial Use of Device

[[] Reuse

D Unknown

9. If action re to FDA under
21 USC 360i(f), list correction/
removal reporting number:

10. [T] Additional Manufacturer Narrative

and/or 11. ] Corrected Data

This section applies only to requirements of the Paperwork Reduction Act of 1995.
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and compieting and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff email address.

































QLA PRI

11468445-01-00-02

My baby is now 10 months old and I used the Hyland's Teething Tablets on him for approximately
7-8 days in which during that time, he began to suffer from what began as increasing eye
blinks/winking to eye fluttering which turned into full blown eye twitching/spasms which was
happening at least every 10-15 minutes throughout the day. Sometimes it occurred more often
and often there would be several occurrences at once. I sought out help from his pediatrician
who advised to stop the use of the teething tablets. It took about 2 days without any teething
tablets and the extent of the twitching began to decrease as well as the frequency. It has
been approximately 6 days now without the teething tablets and we were only seeing 2-3 brief
twitches throughout the day. As of mid day today as I write this, there have been no twitches.
When this first occurred, there were NO other changes in routine, no new foods introduced, no
other types of medications, nothing else that we can correlate with the start time of the
twitching and nothing else has changed in his or our lifestyle to explain the decrease in the
twitching other than the stopping of the use of the tablets. There was also an instance at
approximately 3-4 months of age when I used the teething tablets and he experienced body
twitching which I did not correlate with the teething tablets until now because that also
stopped when he was not taking the tablets. At this time we are unsure if there is any other
damage.

B.6. Relevant Tests/Laboratory Data, Including Dates (continued)

None yet at this time.

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy,
smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Race: White

Medical Conditions: none
Allergies: none

Important Information: none

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)

BX Meds: none

OTC Meds: currently-none, previously used Tylenol-prn

DSs
SEP ~4 2015






CaselD: 11473233

FDA USE ONLY

| ERTA A

5
11473233-01-00-02 f

H. DEVICE MANUFACTURERS ONLY

1. Check One 2. UFAimporter Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[] user Faciity [] tmporter [] Death [] correction
3. User Facllity or importer Name/Address [[] serious Injury [] Additional Information
[] Matfunction [[] Response to FDA Request
[[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
(mmiyyyy)
[ Not Retumed to Manufacturer
4. Contact Person 5. Phone Number [JYes [[]Evaluation Summary Attached
D M@m’ggfa” to explain why not) or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code: -
Importer Became (mm/ddlyyyy) [JYes D No
Aware of Event (mm/dd/yyyy) ] initial
6. Event Problem and Evaluation Codes (Refer fo coding manual)
[] Follow-up # Patent
a *
9. Approximate 10. Event Problem Codes (Refer fo coding manual) Code | I = [ I" I |
Age of Device
o — — 5 N N R
Code Code
Device
Cote - |- | vetod | o |
11. Report Sent to FDA? 12. Location Where Event Occurred Results | -I_l |_I H |
Hospital Outpatient
[J Yes — L[] Hospi 0 Diagnostic Facility
[JNo ( yyyy) [} Home Conclusions | I'l I-I H |
X [[] Ambulatory
13. Report Sent to Manufacturer? 8 Nersing Home Surgical Facility 7. If Remedial Action Initlated, Check Type |8, Usage of Device
Qutpatient Treatment .
[[] Yes Facility [ Recat [] Notification [] Initial Use of Device
‘mmidd/
[Jno ¢ ) [[] Other: 55555 [[] Repair [ tnspection (] Reuse
[J Replace [] Patient Monitoring [] unkaown
14. Manufacturer Name/Address
D Relabeling D Modification/ 9. If action rep to FDA under
Adjustment 21 USC 360i(f), list correction/
removal reporting number:
D Other:
10. [] Additional Manufacturer Narrative and /or 11.[T] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3 R?ort Source
Address (Check all that apply)
HYLAND'S, INC. L] Foreign
154 W. 131ST STREET [J study
LOS ANGELES, CA 90061 [ titerature
Consumer
Emt Akiress [] Heslth Professional
STANDARD@HYLANDS . COM
7. Date Received by 5. [ User Faciity
I.ﬂanufacturer (mm/dd/yyyy) (ANDA # D gompany ‘
08/17/2015 epresentaiive
IND # [[] pistributor
6. If IND, Give Protocol # D Other:
BLA# '
PMA/
7. Type of Report 510(k) #
‘Check all that
( anply) Combination _—
[]5day []30-day Product [ ves . e
oz Be BTl pss = |
10-day |V] al - .
OTC Product Yes -
[{] 15-day []Folow-up#___ 7 SEP - 8 Zﬂﬁ SEP = 4 2015
9. Manufacturer Report Number  |8. Adverse Event Term(s) '
54973 AE § 1629 SEIZURES
Y 4

This section applies only to requirements of the Paperwork Reduction Act of 1995.
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data

sources, gathering and maintaining the data needed, and completing and reviewing the collection

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStafi@fda. hhs.gov

OMB Statement: “An agency may not
conduct or sponsofr, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff emaif address.
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115001

1. Check One
[ user Facility

7] importer

92-01-00-02

F. FOR USE BY USER FACILITY/IMPORTER (Devices Only)

2. UFimporter Report Numb

20f 6
H. DEVICE MANUFACTURERS ONLY

@

User Facility or Iimporter Name/A

ddress

4. Contact Person 5. Phone Number
6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became (mm/dd/yyyy)
Aware of Event (mm/dd/yyyy) [] initial
[] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient I _ l | _ 1 J
Code
Code |- - ]
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
D L. — D Hogpilal D g::gnagx Facility
D N (mm/ddlyyyy} D Home
o ) (] Ambulatary
13. Report Sent to Manufacturer? (] Nursing Home Surgical Facility
[[] Outpatient Treatment
] ves Facility
— (mmiadyyyy]
D No (mi yyyy) D Other: _
(Specify)

IAdd

14. M. facturer N

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Report Source
Address (Check all thai apply)
rei
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET (] Study
LOS ANGELES, CA 90061 D Literature
_ Consumer
Email Address D Health Professional
STANDARD@HYLANDS , COM .
4. Dato Received by 5. D User Facitity
Manufacturer (mm/ad/yyyy) (ANDA # D Company
R
08/21/15 "
121 IND # ] Distributor
6. If IND, Give Protocol # .
BLAZ [] Other:
PMA/
7. Type of Report 510(k) #
(Check all that apply)
Combination
[(J5day []30-day Product [ yes
[J7-day [] periodic Pre-1938 [ yes
Initial
L] 10-day n OTC Product Yes
15-gay [ ] Follow-up #

9. Manufacturer Report Number
54973 AE # 1630

8. Adverse Event Term(s)
SETIZURES

1. Type of Reportable Event
[] Death
[} serious tnjury
[] malfunction

CaselD: 11500192

2. If Follow-up, What Type?
] Comrection
[7] Additionat Information
[] Response to FDA Request
[] Device Evaluation

(] Not Retued to Manufacturer

] Yes

provide

3. Device Evaluated by Manufacturer?

[[] Evaluation Summary Attached
D No (Attach page fo explain why not) of
code:

4. Device Manufacture Date
(mmiyyyy)

5. Labeled for Single Use?

[ Yes [INe

6. Event Problem and Evaluation Codes (Refer to coding manual)

Patient [
Code

|- |

Device l
Code

Method l

Results r

Conciusions l

7. If Remedial Action Initiated, Check Type

[] Recall [] Notification

[] Repair [] inspection

] Replace [[] Patient Monitoring
Relab Modification/

D ong D Adjustment

D Other:

8. Usage of Device

[ Initial Use of Device

[] Reuse

] unknown

9. if action re

rted to FDA under
21 USC 360i(f), list correction/
removal reporting number:

10. [_] Additional Manufacturer Narrative

and /or

11. [[] Corrected Data

SEP 10 2p4s
% Q;
Q% Ny

&

This section applies only to requirements of the Paperwork Reduction Act of 1995,
The public reporting burden for this collection of information has been estimated to average 66

minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this-burden-estimate or-any other-aspect of this -

collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Ac( (PRA) Staff
PRAStaff@ida. hhs.gos

OMB Statement: "An agiency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it dlsplays a currenUy
valid. QM8 cantrol number.” R

Please DO NOT RE TURN th:s form to the above PRA Staff email address.














































































































































































IR

My 10 month year old son used Hyland's teething tablets, he is experiencing lethargy muscle
weakness constipation and skin flushing.

B.6. Relevant Tests/Laboratory Data, Including Dates (continued)

B.7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, race, pregnancy,
smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Race: Hispanic/Latino

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)

SEP 21 2015
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11614

1. Check One
[[] user Fadility

[[] importer

S -

Il

260-01-00-02

PR IR P e

IR

[ ——

3. User Facility or Importer Name/Address

4. Contact Person 5. Phone Number
6. Date User Facility or 7. Type of Report 8. Date of This Report
Importer Became {mm/dd/yyyy)
Aware of Event (mm/dd/yyyy) D Initial
D Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual)
Age of Device
Patient "I - I l - |
Code
oy | -|
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Outpatient
[ ves (] Hosei U Diagnostic Facility
[Ino _ [] Ambutatory
13. Report Sent to Manufacturer? (] Nursing Home Surgical Faciiity
[ Outpatient Treatment
[ Yes Facility
'mm/dd/)
[ No ( yyyy) [] Other
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices)

Name
EDYTA FRACKIEWICZ

2. Phone Number
310-768-0700

Address

HYLAND'S, INC.
154 W. 131ST STREET
LOS ANGELES, CA 90061

Email Address
STANDARDEHYLANDS . COM

4. Date Received by
Manufacturer (mm/dd/yyyy)

J39/23/2015
6. IfIND, Give Protocol #

7. Type of Report
(Check ail that apply)

[J5day []30-day

[[] 7-day [ Periodic

[7] t0-day Initial

15-day [ Follow-up#__

5.
(AYNDA #

IND #
BLA#

PMA/
510(k) #

Combination
Product [:] Yes

Pre-1938 O yes
OTC Product IZ| Yes

3. Report Source
(Check all that apply)

[[] Foreign

[ study

[] iterature

[[] consumer

Health Professional
[] user Faciity

[[] Company
Representative

[[] oistributer

] other:

9. Manufacturer Report Number
54973 AE 4 1845

8. Adverse Event Term(s)

TONIC CLONIC SEIZURES

of 3
H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event

[] Death

[ serious Injury

7] Malfunction

CaselD: 11614860

FDA USE ONLY

2. if Follow-up, What Type?
] Correction
[] Additional information
[:] Response to FDA Request
[ Device Evaluation

3. Device Evaluated by Manufacturer?
[] Not Retumed to Manufacturer
[[]Yes [[]Evaluation Summary Attached

E] No (Attach page to explain why not) or
provide code:

FS

. Device Manufacture Date
(mm/yyyy)

5. Labeled for Single Use?

[ Yes [INo

6. Event Problem and Evaluation Codes (Refer to

coding manual)

Patient l I_l

-| l

Code
Device | !_I
Code

- |

Method I

H ]

Results |

A ]

Conclusions |

HH ]

7. If Remedial Action Initiated, Check Type
[ Recall [[] Notification

[[] Repair [[] inspection
[] Replace [[] Patient Monitoring

8. Usage of Device

(] mitial Use of Device
[[] Reuse

[] unknown

Relabeii Maodification/
D abeing DAﬂjustmenl

DOthen

9. If action reported to FDA under

21 USC 360i(f), list correction/
removal reporting number:

10. [T] Additionat Manufacturer Narrative

and /or

11. ] Corrected Data

E  Dss
0CT -8 2015

OCT = 7 2095

This section applies only to requirements of the Paperwork Reduction Act of 1995,

The public reporting burden for this collection of information has been estimated to average 66

minutes per response, including the time for reviewing instructions, searching existing data

sources, gathering and maintaining the data needed, and completing and reviewing the collection

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currentty
valid OMB control number.”

Please DO NOT RETURN this form to the above PRA Staff email address.

id.
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QAT

CaselD: 11614940

11614540-01-00-02 120of 3
e H. DEVICE MANUFACTURERS ONLY
. Check One 2. UFlimporter Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
[ user Faciity ] mporter [] Death [[] Correction
3. User Facility or Importer Name/Address [T serious injury [[] Additional infarmation
[[] Malfunction [[] Response to FDA Request
[ Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
(mmiyyyy)
{T] Not Retumed to Manufacturer
4. Contact Person 5. Phone Number [JYes []Evaluation Summary Attached
D No (Attach page to explain why not} or 5. Labeled for Single Use?
6. Date User Facility or 7. Type of Report 8. Date of This Report provide code: v [
Importer Became (mm/dd/fyyyy)
Aware of Event (mm/dd/yyy) D Initial
6. Event Problem and Evaluation Codes (Refer to coding manual)
D Follow-up # Patient
9. Approximate 10. Event Problem Codes (Refer to coding manual) Code L 7 - L = [ }
Age of Device )
patent | - - l Cote. - - |
Code J Code
oy - - - -]
Qo | J- | vewod | |
11. Report Sent to FDA? 12. Location Where Event Occurred Results I H H ]_ —I
Hospital Outpatient
[ ves (] Hosei Diagnostic Facility
Tl I I B commrs [ L ]
13. Report Sent to Manufacturer? 8 Nursing Home Surgical Facility 7. If Remedial Action Initiated, Check Type _ |8. Usage of Device
Outpatient Treatment " .
[J Yes ( Facility [ Recail [] Notification [] Initiat Use of Device
'mmiddlyyyy)
CINo (] other: — [7] Repair [] inspection [ Reuse
T e i [[] Reslace (] Patient Monitoring [J unknown
- Manufacturer #ss D Relabelin D Modification/ 3. If action reported to FDA under
9 : 21 USC 360i(f), list correction/
Adjustment removal reporting number:
D Other:
10. [_] Additional Manufacturer Narrative and/or 11. [] Corrected Data
0 A ' R ~
1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Report Source
Address (Check aif that apply)
Forei
HYLAND'S, INC. (] Foreign
154 W. 131ST STREET (] stusy
LOS ANGELES, CA 90061 [ viterature
: Consumer
Email Address D Health Professionai
STANDARD@HYLANDS .COM N
4. Date Received by 5. D User Faciiity e
Manufacturer (mm/dd/yyyy) (AINDA # D Company £ h
09/ Representative F D S
23/2015 L
IND # [C] oistributor
6. If IND, Give Protocol #
BLA # [J oter OCT - 8 pot5
PMA/
7. Type of Report 510(k) #
(Check all that appiy)
Combination _—
[(Jseay [ 3o<ay Product [ Yes
[J7day []Periodic Pre-1938 [Jyes | —————
- Initial
[]10-cay " OTC Product  [7] Yes
15-day [ | Follow-up# ___ _
9. Manufacturer Report Number |8. Adverse Event Term(s)
SEIZURES
54973 AE # 1646 OCT =7 701?

This section applies only to requirements of the Paperwork Reduction Act of 1995.
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data

sources, gathering and maintaining the data needed, and completing and reviewing the collection

of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Heaith and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or sponsor, and a person is not
required to respond to, a collection of
information unless it displays a currently
valid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff email address.



















































M- Individual Case Safety Rep
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11683168-01-00-02
D User ravmy [ 1

3. User Facility or Importer Name/Address

4. Contact Person 5. Phone Number
6. Date User Facllily or 7. Type of Report 8. Date of This Report
Importer {mm/dd/yyyy)
Aware of Evem (nvn/dd/yyyy) ] nitial
[] Follow-up #
9. Approximate 10. Event Problem Codes (Refer {o coding manual)
Age of Device
oce | |- -1 |
Code
oo, | I-| - I
Code
11. Report Sent to FDA? 12. Location Where Event Occurred
Hospital Qutpatient
D Yes T (mmiddiywyy) D o= D Diagnostic Facility
No (mm/dd/yyyy) D Home
U . [] Ambulatory
13, Report Sent to Manufacturer7 | L Nursing Home Surgical Facifty
Outpatient Treatment
] Yes Facility
mm/dd/)
[JNe ( Yyyy) [] other
(Specify)

14. Manufacturer Name/Address

G. ALL MANUFACTURERS

1. Contact Office (and Manufacturing Site for Devices) 2. Phone Number
Name 310-768-0700
EDYTA FRACKIEWICZ 3. Rc‘hpoﬂ Source
Address l/ (Check all that apply)
.
HYLAND'S, INC. D 9
154 W. 131ST STREET [ study
LOS ANGELES, CA 90061 D Literature
Email Addre: Consumer
m " [[] Health Professional
STANDARDE@HYLANDS.COM
3. Date Received by 5 (] User Fadiity
Manufacturer (mnvdd/yyyy) (AINDA # O ganpanymv
10/14/2015 epresentative
2 IND # [[] Distributor
6. If IND, Give Protocol "
BLA # [] other:
PMA/
7. Tcype of Report o 510(k) #
(Check all that apply)
Combination
[J5day [[]30-day Product [ Yes
[]7-0ay [ ]Periodic Pre-1938 [ Yes
D 10-day Initial
OTC Product Y
15-da; Follow-up # ____ o
9. Manufacturer Report Number  |8. Adverse Event Term(s)
SE
54973 AE # 1650 TZURES

' Reportable Event

ICE MANUFACTURERS ONLY

CaselD: 11683168

FDA USE ONLY

2. If Follow-up, What Type?

__ seath [[] Correction
[[] serious Injury [] Additionat information
[] Maifunction [[] Response to FDA Request
[[] oevice Evaluation
3. Device Evaluated by M urer?

[[] Not Retumed to Manufacturer
D Yes D Evaluation Summary Attached
D No {Artaggdnage to explain why not) or

4. Device Manufacture Date
(mmlyyyy)

5. Labeled for Single Use?

[ Yes L

6. Event Problem and Evaluation Codes (Refer to coding manual)

Patient I
Code

-1 |

Device ]
Code

J-|

-1 |

veros [ -
-

Results I

H H

|
|
Concosins | ||

H__ |
|
H -

7. If Remedial Action Initiated, Check Type
[[] Recali
[[] Repair
[] Replace
[[] Relabeling

[[] Notification
[7] inspection
[[] Patient Monitoring

D Modification/
Adjustment

[[] Other:

8. Usage of Device
[] wnitial Use of Device

[JReuse

D Unknown

9. If action reported to FDA under
21 USC 360i(f), list correction/
removal reporting number:

10. [[] Additional Manufacturer Narrative

and /or 11. [[] Corrected Data

DSS
0CT 29 20

This section applies only to requirements of the Paperwork Reduction Act of 1995.
The public reporting burden for this collection of information has been estimated to average 66
minutes per response, including the time for reviewing instructions, searching existing data
sources, gathering and maintaining the data needed, and completing and reviewing the collection
of information. Send comments regarding this burden estimate or any other aspect of this
collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRASaff@fda.hhs.gov

OMB Statement: "An agency may not
conduct or spensor, and a person is not
required to respond to, a collection of
information unless it displays a currently
vaiid OMB control number."

Please DO NOT RETURN this form to the above PRA Staff email address.


















































































Casezi)_:g 1 (2;0%9271%

B.5. Describe Event or Problem (continued)

Administered Hyland's Teething Tablets (2 tablets, recommended dosage) to infant baby at
7:30pm. Infant weighs 191bs. At 10:00pm infant experienced excessive vomiting, nausea, and
labored breathing. No other variables were introduced that day. Infant is exclusively
breastfed. Symptoms lasted approximately 30 minutes, no reoccurrence afterward.

B.6. Relevant Tests/Laboratory Data, Including Dates (continued)

B.7. Other Relevant History, Including Preexisting Medical Conditions

(e.g., allergies, race, pregnancy,
smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Rage: White
Medical Conditions:
Allergies:

Important Information:

F. Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (continued)

Individual Case Safety Rep
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