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.
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case Information:

Case Type: EXPEDITED (15-

DAY)

FDA Rcvd Date: 11-Nov-2013

eSub: Y HP:

Country: CAN Event Date:

Case ID: 9681215

Outcomes: DE,

Mfr Rcvd Date: 07-Nov-2013 Mfr Control #: CA-ASTRAZENECA-2013SE82130

Application Type: NDA

Application #: 018240

Patient Information:

Age: 40 YR Sex: Male Weight:
Suspect Products:
Compounded Dose/
# Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
1 ATENOLOL Oral
2 CAMPRAL Unknown
3 CREATINE Unknown
4 EPHEDRINE Unknown
HYDROCHLORIDE
5 ETHANOL Unknown
6 HOMEOPATHICS Unknown
7 HYDRASHRED Unknown
8 HYLANDS TEETHING Unknown
TABLETS
9 LITHIUM CARBONATE Unknown
10 PANTOPRAZOLE Unknown
11 RAPID LEAN Unknown
12 RIPPED FREAK Unknown
13 SEROQUEL Oral
14 SUPER VITA VIM Unknown
15 VITAMIN B1 Unknown
16 VITAMIN D Unknown
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FDA - Adverse Event Reporting System (FAERS)

FOIA Case Report Information

Case ID: 9681215

Compounded Dose/
Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
17 WELLBUTRIN XL Unknown
18 XENADRINE EFX Unknown
Interval 1st
# Product Name Dose to Event DeC ReC Lot# Exp Date MFR/Labeler
ATENOLOL NA NA ZENECA
2 CAMPRAL NA NA
3 CREATINE NA NA
4 EPHEDRINE NA NA
HYDROCHLORIDE
5 ETHANOL NA NA
6 HOMEOPATHICS NA NA
7 HYDRASHRED NA NA
8 HYLANDS TEETHING NA NA
TABLETS
9 LITHIUM CARBONATE NA NA
10 PANTOPRAZOLE NA NA
11 RAPID LEAN NA NA
12 RIPPED FREAK NA NA
13 SEROQUEL NA NA ZENECA
14 SUPER VITA VIM NA NA
15 VITAMIN B1 NA NA
16 VITAMIN D NA NA
17 WELLBUTRIN XL NA NA
Print Time: 04-NOV-2016 08:34 AM If a field is blank, there is no data for that field Page 2 of 12
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Case ID: 9681215

Compounded Dose/

Product Name Drug ? Frequency Route Dosage Text Indications(s) Start Date End Date
Product Name Interval 1st DeC ReC Lot# Exp Date NDC # MFR/Labeler
Dose to Event
18 XENADRINE EFX NA NA

Event Information:

Preferred Term ( MedDRA & Version: 17.0 ) ReC
Antipsychotic drug level above therapeutic NA
Drug interaction NA
Toxicity to various agents NA

Event/Problem Narrative:

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

FOIA Case Report Information

Case ID: 9681215

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

above therapeutic to be serious due the serious criteria of death.

Relevant Medical History:

Disease/Surgical Procedure 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

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: ASTRAZENECA

503B Compounding
Outsourcing Facility?:

Print Time; 04-NOV-2016 08:34 AM
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Literature Text:

Case ID: 9681215
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r= i ) FOIA Case Report Information

Case |ID: 10511270

Case Information:

Case Type: EXPEDITED (15- eSub: Y HP: Country: USA  Event Date: Outcomes: HO, Application Type: NDA
DAY)
FDA Rcvd Date: 10-Oct-2014  Mfr Rcvd Date: 03-Oct-2014  Mfr Control #: US-PFIZER INC-2014275842 Application #: 019833

Patient Information:

Age: 3 YR Sex: Male Weight:

Suspect Products:
Compounded Dose/

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

1 INFANT ADVIL UNK Teething
CONCENTRATED DROPS

2 BABY ORAJEL UNK Teething
NIGHTTIME FORMULA

3 BABY ORAJEL TEETHING UNK Teething
PAIN MEDICINE

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

INFANT ADVIL unk NA PFIZER
CONCENTRATED DROPS
2 BABY ORAJEL Unk NA
NIGHTTIME FORMULA
3 BABY ORAJEL TEETHING unk NA
PAIN MEDICINE

Event Information:
Preferred Term ( MedDRA @& Version: 17.0 ) ReC

Dyspnoea NA
Eye movement disorder NA

Moaning NA
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Case ID: 10511270

Event/Problem Narrative:

This is a spontaneous report from a contactable consumer. A 3-year-old male patient of an unspecified ethnicity
started to receive ibuprofen (INFANT ADVIL CONCENTRATED DROPS), benzocaine (BABY ORAJEL TEETHING
PAIN MEDICINE), HYLAND TEETHING TABLETS, and benzocaine (BABY ORAJEL NIGHTTIME FORMULA) via
an unspecified route of administration from an unspecified date to an unspecified date at unspecified doses for
teething. Medical history included Kawasaki's disease from®®© and they used scalpel to deliver her son and
they were able see where a little tissue had built up where the scalpel had entered his skin but did not enter his
brain. It was kind of in between the scalp and the skull. She stated his head was oddly shaped. Concomitant
medication included ibuprofen (CHILDREN'S ADVIL). It was reported the patient experienced eyes rolling in back
of head and moaning like a Down's Syndrome sort of sound from when he started teething to age 3 years. He also
quit breathing a few times for a few seconds. The son is now 5 years old. Mother states the son was taken to the
hospital for a bunch of tests and did not receive answers for his experiencing these episodes. The patient
underwent lab tests and procedures which included computerised tomogram head results of which were unknown,
skull x-ray the results of which were unknown and MRI the results were unknown. The action taken in response to
the events for ibuprofen and benzocaine was unknown.

Relevant Medical History:

Disease/Surgical Procedure Start Date End Date Continuing?
Kawasaki's disease (b) (6) UNKNOWN
Head deformity

Incision site complication

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
CT brain scan Unknown N
Head X-ray Unknown N
MRI Unknown N

Print Time: 04-NOV-2016 08:34 AM If a field is blank, there is no data for that field Page 7 of
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Case ID: 10511270

Concomitant Products:

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

1 CHILDREN'S ADVIL UNK

Reporter Source:

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

Literature Text:
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Case Information:
Case Type: EXPEDITED (15- eSub: Y HP:

FDA Rcvd Date: 19-Feb-2015

DAY)

Case ID: 10511962

Country: USA  Event Date: 19-Sep-2014

Outcomes: OT,

Mfr Rcvd Date: 09-Feb-2015 Mfr Control #: US-PFIZER INC-2014274670

Application Type: NDA

Application #: 019833

Patient Information:

Age:

1YR Sex: Female

Weight: 9 KG

Suspect Products:

#
1

Compounded
Product Name Drug ?

Infant Advil Concentrated
Drops

BABY ORAJEL TEETHING
PAIN MEDICINE

Infant Advil Concentrated
Drops

Interval 1st
Product Name Dose to Event

Infant Advil Concentrated
Drops

BABY ORAJEL TEETHING
PAIN MEDICINE

Infant Advil Concentrated
Drops

Dose/

Frequency

.625 ML/

1.25 ML/

DeC
Unk

Unk

Unk

Route

Oral

ReC
NA

NA

NA

Dosage Text

0.625 ml, UNK
UNK

1.25 ml, UNK

Lot#
R14186

Exp Date

Indications(s) Start Date

Fever

Sore throat 19-Sep-2014

NDC # MFR/Labeler
PFIZER

PFIZER

End Date

01-Oct-2014

Event Information:
Preferred Term ( MedDRA @& Version:

Choking

Eye movement disorder

Head deformity

Hypoaesthesia

Local swelling

Moaning

Musculoskeletal stiffness

17.1 )

ReC

NA
NA
NA
NA
NA
NA
NA
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Case ID: 10511962

Preferred Term ( MedDRA & Version: 18.0 ReC
Pyrexia NA
Seizure NA
Vomiting NA

Event/Problem Narrative:

This is a spontaneous report from a contactable consumer on behalf of her daughter. A 13-month-old Caucasian
female patient started to receive ibuprofen (INFANT ADVIL CONCENTRATED DROPS), Drug lot number R14186,
Expiration date eb2017), oral from an unspecified date at a dose of 0.625 ml and 1.25 ml from 19Sep2014 to
010ct2014 for fever and sore throat and HYLAND'S TEETHING TABLETS , via an unspecified route of
administration at 2 tablets to 03Sep2014 for teething, and benzocaine (BABY ORAJEL TEETHING PAIN
MEDICINE), via an unspecified route of administration from an unspecified date to an unspecified date at an
unknown dose and frequency for an unspecified indication. Medical history included kawasaki's disease from
09Sep2014 to an unknown date and ear infection from 03Sep2014 to an unknown date. Concomitant medication
included amoxicillin since 03Sep2014 5 mg orally twice a day for ear infection, stopped on 09Sep2014 due to yeast
infection, paracetamol (LITTLE REMEDIES FOR FEVERS) 1.25 ml for fever since 03Sept2014. Caller states that
her daughter has been taking ADVIL 8 hr infant medication since she was born and it works great. Caller reports
that daughter has had: bumps coming up on her head since May2014. Caller says she is not able to get clear
answers from the doctors. Mother did not provide daughter's height. Caller reports that on 19Sep2014 her
daughter's eyes were rolling back in her head, and the doctors say that it is seizures. Caller says she thinks it could
be fever related that daughter may have had seizure. The baby was stiff as a board, moaning, had extremely high
temperature on 19Sep2014. Caller states her daughter received 9 oz formula and a small amount of baby food and
threw it all up on 19Sep2014, and 1.25ml ADVIL 8H infant medicine was given about an hour later because she
was really hot, but did not know what her temperature was. Caller says she was doing some research to try and
figure out if mixing the ADVIL 8h Infant with HYLAND'S BABY TEETHING TABLETS and/or ORAJEL daytime and
ORAJEL night time was causing problems that her daughter was experiencing. Mother states she notices her
daughters episodes after she has given ADVIL and 2 teething tablets, but only when adding a teething agent with
the ADVIL. Mother also states her son experienced similar symptoms with eyes rolling in back of head and
moaning from when he started teething to age 3. The son is now 5 years old. Mother states the son was taken to
the hospital for a bunch of tests and did not receive answers for his experiencing these episodes. Suspect
Medications: ADVIL 8h infant: NDC number not seen on box. ADVIL 8h infant dose 0.625 ml Physician recommend
dosage of 1.25 ml due to her weight, but has been administering a smidge over .625ml. Other medications:
AMOXICILLIN 5mg orally twice a day, gave it to her sometimes once a day, started on 03Sep2014 to treat the ear
infection, stopped on 09Sep2014 due to a bad yeast infection. Mother states only two dates had both AMOXICILLIN
and ADVIL 8H infant on 08SEP2014 and 09SEP2014. LITTLE REMEDYS FOR FEVERS, instant fever pain reliever

Print Time: 04-NOV-2016 08:34 AM If a field is blank, there is no data for that field Page 10 of

12



FDA - Adverse Event Reporting System (FAERS)

m A s FOIA Case Report Information
r —

Case ID: 10511962

last dose 03sept2014 1.25 ml, for fever. BABY ORAJEL mother states this numbed her throat and choked her, and
felt not healthy to give it to her so after that 1 time | never gave it to her again. Mother states she has noticed
bumps coming up on her head since May2014. Mother states the doctors do not know why and she is just trying to
get some answers. On 24Sep2014, the baby had soft area on side of back of head. On 25Sep2014, the baby had
soft spot fifty cent size piece on back right side of head. 06May2014 mother states huge whole side of head
swelling. Mother states physician thought child had bumped her head. When the mother saw the regular doctor with
her daughter the mother reports the regular doctor said the child did not hit her head, as would have to be a hard hit
to make that happen. The patient underwent lab tests and procedures which included body temperature: 101.5 on
18Sep2014, body temperature: 102.5 on 29Sep2014, body temperature: 100 on 29Sep2014, body temperature:
100 on 030ct2014, computerised tomogram head: scalp hematoma on 06May2014. CT scan of Brain:
(06May2014) Findings: no mass or midline shift, no acute hemorrhaging, skull unremarkable, minimal mucousal
thickening, impression: normal enhanced CT scan of the Brain, paranasal sinus disease. Most suggestive of scalp
hematoma, no solid or cyst soft tissue tumor could be identified, there is a compressible fluid collection in right side
of the scalp. Mother states there is a MRI scheduled for 040ct2014. Outcome of all events not reported. The
physician reported that the patient did not provide information regarding the reported adverse event with the use of
the product. The action taken in response to the events for ibuprofen was unknown was permanently withdrawn on
010ct2014, for HYLAND'S TEETHING TABLETS was permanently withdrawn on 03Sep2014, and for benzocaine
was permanently withdrawn on an unspecified date. The outcome of the events was unknown. This physician
denied the patient provide information regarding the reported adverse event with the use of product and could not
confirm the occurrence of the events reported by the patient.

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

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

Relevant Medical History:

Disease/Surgical Procedure Start Date End Date Continuing?

Ear infection 03-Sep-2014 UNKNOWN

Kawasaki's disease 09-Sep-2014 UNKNOWN

Medical History Product(s) Start Date End Date Indications Events
AMOXICILLIN 03-Sep-2014 09-Sep-2014 Ear infection Yeast infection

Print Time: 04-NOV-2016 08:34 AM If a field is blank, there is no data for that field Page 11 of
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Case ID: 10511962

Relevant Laboratory Data:

Test Name Result Unit Normal Low Range Normal High Range Info Avail
Body temperature 101.5 N
Body temperature 100 N
CT brain scan scalp hematoma N
Body temperature 102.5 N
Body temperature 100 N

Concomitant Products:

# Product Name Dose/ Route Dosage Text Indications(s) Start Date  End Date Interval 1st
Frequency Dose to Event
1 LITTLE REMEDIES FOR 1.25 ML/ 1.25 ml, UNK Fever 03-Sep-2014 17 DAY
FEVERS

Reporter Source:

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

Literature Text:

Print Time: 04-NOV-2016 08:34 AM If a field is blank, there is no data for that field Page 12 of



Printer: CDPEDQ5

User: STEPPERH

Date - Time: 04-Nov-2016 08:36 AM
Total Number of Cases (Non-Esub): 123
Total Number of Pages: 563

Print Job Number: 12985

Disclaimers:

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

facility, importer, distributor, manufacturer or product caused or contributed to the event. The
information in these reports has not been scientifically or otherwise verified as to a cause and
effect relationship and cannot be used to estimate the incidence of these events.

Data provided in the Quarterly Data Extract (QDE) or a FAERS FOIA report are a snapshot of
FAERS at a given time. There are several reasons that a case captured in this snapshot can be
marked as inactive and not show up in subsequent reports. Manufacturers are allowed to
electronically delete reports they submitted if they have a valid reason for deletion. FDA may
merge cases that are found to describe a single event, marking one of the duplicate reports as
inactive. The data marked as inactive are not lost but may not be available under the original case
number.

Processed Case Id's for Images:
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Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time of Event, or 3. Sex 4. Weight
b) (6 Date of Birth: 13
(b) (6) e e irt [ Female \ Ib
r
In confidence 3 Mon E Male kg

B. ADVERSE EVENT, PHODUéT PROBLEM OR ERROR
Check all that apply:

1 Z! Adverse Event D Product Problem (e.g., defects/malfunctions)
["] Product Use Error [ ] problem with Ditferent Manuf

Madio

turer of Same

2. Outcomes Attributed to Adverse Event

JLUNTARY reporting of
sents, product problems and
product use errors

Ve
@c Submission - Page 1 L

CDER

CaselD: 9275207

B No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product label}
“Hyland' 8 baby
ts

Hyland's

#2

2. Dose or Amount Frequency

Route

#1 F tablets/hr

J Fhrs

e ]

< 1

J |

(Check all that apply) 3. Dates of Use(/f unknown, give duration} from/to {or | 5. Event Abated After Use
best estimate,
| T Dealh D Disability or Permanent Damage et One d Stopped or Dose Rcduoeodo? "
) Tmmidaryyyyl 41 03/31/2013 . 03/31/2013 | #1 ¥Jves [Ino []Docen
[,,} Life-threatening [._} Congenital Anomaly/Birth Defect il
't
(/] Hospitalization - initial of prolonged {T] Other Serious (Impontant Medical Events) k2 -- #2 Jves CIno [ 2;:;"
D Required Intervention lo Prevent Permanent Impairment/Damage {Devices) 4 Diag::ti;g;geason for Use findication) 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy} 4. Date of this Report (mm/dd/yyyy) M REM D"? m Doesn't
03/31/2012 04/30/2013 42 f Yes No Apply
—g D?scnbe Event, Problem or Product Use Error 6. Lot# 7. Expiration Date Doesn't
115731 e Cves Live Ul pogy
After giving my son the 2 tablets per hour 1 # 3. NDC # or Unique ID
for 3 doses -the label says you can give up © 54973-3127-2

to 2 tablets for 6 hours-, he became
extremely lethargic to the point of being
unresponsive. His eyes glazed over and
remained opened but he would not make eye
contact and looked like he was in a daze.

E. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

Ciu

Wwhen I put him on my knees he began to slide 3. Manufacturer Name, City and State
of f almost involuntarily. He was not moving. MAY _] 2
I rushed him to the ER and his heart rate 013
was low but after a few minutes improved. 4. Model # Lot# 5. Operator of Device
The doctor said it was possibly from the (] Health Professional
belladonna in this product. After getting Catalog # Expiration Date (mm/dd/yyyy) O ,
y User/Patient

home, I found out it has been recalled in
the past for very similar reactions. My son Serial # Other # [ other
is okay now, but

6. If iImplanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

D Yes D No

. If Yes to item No. 8, Enter Name and Address of Reprocessor

©o

6 Ré.lne;ant Tests/Laboratory Data, Including Dates

Not sure how to do lab test but I saved
bottle in case you can

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

[oze]

. Other Relevant Hlstory Including Preexisting Medical Conditions (e.g.. allergies,
race. pregnancy. smoking and alcohol use. liver/kidney problems, elc.)

G. REPORTER (See confidentiality section on back)

1 Name and Address

Hone () ©)

Phonea‘;) )

F.mall
|(b) 6)

C. PRODUCT AVAILABILITY 2. Health Professional? |3. Occupation 4, Also Reported to:
Product Available for Evaluation? (Do not send product to FDA) [ ves W]no _(_:ons’umcr:'/ “051'“‘51‘:‘1 /] Manutacturer
: D User Facility

5. If you do NOT want your identity disclosed
to the manutacturer, place an "X" in this box:

EZ{ ves [ ]'Ne

FORM FDA 3500 (8/05)

D Returned to Manufaclurer on:

(mm/dd/lyyyy) D Z] Distributor/importer

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.




Individual Case Safety ‘Report
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.lth professionals of adverse events and product problems
Internet Submission - Page 2

| B5.

had I given him 3 more doses every hour -totaling 6 doses in 6 hours as label says-, I shudder
at the thought of what could have happened to him. Clearly they still have problems with
inconsistent dosing as they did the last time they were recalled. This product is dangerous and
needs to be pulled off the market.

Describe event or problem continued

D3
MAY 01 a5

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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9305621-01-00-01
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Adverse Event Reporting Program
A. PATIENT INFORMATION

Nata af Rirth:
(b) (6)

6

Baby Boy -
oe "
In confidence

Check all that apply:

1. ZI Adverse Event ZI Product Problem (e.g., defects/malfunctions)
(] product Use Error [_] Problem with Different Manufacturer of Same Medicine

CDER CaselD: 9305621

PMB No. 0910-D891, Expires: 10/84/08
See OMR siatement on raverse.

‘1333-%%’“ s1092/
/L

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (from product label)

Hyland Teething Hyland
#irablets
#2
2. Dose or Amount Frequency Route

# [2-3 tablets J |4 times daily

11

= |
) |

|

about 3 months. The events started when he
was 6 months old. Recently I came across
information that there has been a link to
seizure activity. I used Hyland Teething
tablets during this time quite frequently.
My son had a very rough time teething and
these seemed to help. Unfortunately I am now
concerned that in trying to help ease my
son's pain that I inadvertantly cause other
medical issues. I still have the same bottle
of tablets that I used in October.

6. Relevant Tests/Laboratory Data, including Dates

3 day hospital stay with a 48 hour EEG on
(®)(6) Follow up EEG in ®©

when more episodes occured. Multiple other
seizure episodes without hospital stay
because the doctors said that unless they
lasted greater than 15 minutes that we
should just wait the episode out at home.

One

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, '
race, pregnancy, smoking and alcohol use, liver/kidney problems, etc.)

Unexplained rash brakouts during this time
as well. His whole body would break out in a
hive.

C. PRODUCT AVAILABILITY

Product Avallable for Evaluation? (Do not send product to FDA)

mves DNO

D Retumed to Manufacturer on:

2.0 Attributed to Ad Event
(Check all that apply) 3. Dates of Use(/f unknown, give duration) from/to (or  |5. Event Abated After Use
best estimat pped
l:] Death: E] Disability or Permanent Damage ectimate) Sto or Dose Muc;d; 1
(mm/ddiyyyy) 41 10/01/2012  __ 11/01/2012 | #1 ] ves [INo DWS"
D Life-threatening D Congenital Anomaly/Birth Defect Y
(4 Hospitalization - initial or prolonged [[] Other Serious (important Medical Events) #2 -- w2 Jves (e [ mnl
[:] Required Intervention to Prevent Permanent ImpairmentDamage (Devices) 4 Dhg::tli?.;z"son for Uss (indication) 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy) i RSM&J&E}M m Doesn't
10/02/2012 05/21/2013 2 # [ Yes No Apply
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date w2 [Jves CIne O Doesn't
My son, who is now 13 months old, had some p 135007 " o NDC # o Unique 1D
unexplained seizure activity for a span of 2 " 54973-3127-2

(mm/ddiyyyy)

E. SUSPECT MEDICAL DEVICE
1. Brand Name

]

il

MAY 2 2 2013

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
_ ] Health Professional
Catalog # Expirstion Date (mm/odAyyy) ] Lay user/Patient
Serlal # Other # [ other:

6. If Implanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
Cves [dno .

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor -

MAY 25 20
F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exclude treatment of event)

| More |
G. REPORTER (See confidentiality section on back)

(16)'(‘6.)"“ and Address
Phone (i) (6) &)
2. Health Professional? (3. Occupation o 4. Also Reported to:
D Yes m No D Manulacturer
] user Facility

5. If you do NOT want your Identity disclosed
to the manufacturer, place an "X" in this box:

O

D Distributor/importer

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnet or the product caused or contributed to the event.



[Ty

___.a professionals of adverse events and product problems
Internet Submission - Page 3

B6. Relevant tests/laboratory data, including dates continued

episode happened at church where a pediatrician witnessed my son's demeanor and health directly
after the episode. ,

. e T T

bss

MAY 22 2013

Mail to: MEDWATCH or FAX to: ,
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 208529787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



Individual Case safety Report

§314081-01-00-01

Adverse Event Reporting Program

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time of Event, or
(b) (6) (b?('é)' of Birth:

m Female

In confidence 16 D Male
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
Check all that apply:

1. ) Adverse Event 7] Product Problem (e.g., defects/malfunctions)
4 Product use Error 77 Problem with Different Manufacturer of Same Medicine

DLUNTARY reporting of

vents, product problems and

product use errors
.ubmiggion - Page

CaselD: 9314081
CDER

Form Approved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

S(2207

Triage unit
sequence #

D. SUSPECT PRODUCT(S)

1. Name, Strength, Manufacturer (i
Bab’y orajel fg}mszCl{ne

7.5% CHURCH & DWIGHT

Baby Orajel
#2Nighttime

Benzocaine 10% CHURCH & DWIGHT

2. Outcomes Attributed to Adverse Event
(Check all that apply)

/E’Death:
A ite-threatening Congenital Anomaly/Birth Defect

/a Hospitalization - initial or prolonged [yf]) Other Serious (Important Medical Events)
/m Required Intervention to Prevent Permanent Impairment/Damage (Devices)

gl Disability or Permanent Damage
(mm/ddlyyyy) Ve

2. Dose or Amount Frequency Route

# Fcn size I [‘ x daily ] |p° I
X dail

#2 lpoa size J I-I Y I Ipo |

3. Dates of Use(If unknown, give duration) from/to (or |5. Event Abated After Use

best estimate) Stopped or Dose Reduced?
v 07/10/2010 . 09/05/2010 |41 ¥lves [Ino [1] Rocent
42 07/10/2010 . 09/05/2010

Doesn't
#2 z]Yes DNo DADDN
8. Event Reappeared After

4. DI

or Reason for Use (Indication)
teething pain
#1 Reintroduction?

her head and turning blue around her lips.
They couldn't figure out what was going on
and determined that she was having seizures
and thought that the blue around her mouth
may have been being caused by sucking on her
binkie. They sent us home with an
anti-seizure drug but could not figure out
what could have caused a perfectly normal 16
month old to start having the issues she was

3. Date of Event (mm/dd/yyyy) 4, Date of this Report (mm/dd/fyyyy) Dossn't
07/26/2010 05/23/2013 42 teething pain 9 [Jves CIno 7 Apply
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date w2 [Jves [Ino mn't
(%I)e(s)have video of several episodes posted on #1 # 9. NDC # or Unique ID
They are private and you would need o .
to contact me for access. We were using baby
orajel and night time baby orajel when we E. SUSPECT MEDICAL DEVICE
ended up in the hospital for a week due to 1-3;'_";‘";"" :
my daughters eyes rolling in to the back of \,‘5 .'u”

6. Relevant Tests/Laboratory Data, Including Dates

= low bun 7 ©@©
109 ®@® low creatinine
high reactive lymphocyte 4

high chloride
.26 D®

More

7. Other Relevant HI
race, pregnancy, smoki

allergy to penicillin, white, pregnancy is
n/a she is only 4, no one smokes in our home
or around no one drinks, she doesn't

have liver,

, Including Preexisting Medical Conditions (e.g., allergies,
and alcohol use, liver/kidney problems, elc.)

C. PRODUCT AVAILABILITY
Product Avallable for Evaluation? (Do not send product to FDA)

[:] Yes

m No D Retumed to Manutacturer on:

(mm/ddlyyyy)

2. Common Device Name

3. Manufacturer Name, City and State

MAY 2 4 2013

4. Model # Lot # 5. Operator of Device
[] Heatth Professional
Catalog # Expiration Date (mm/dd/yyyy) E] Lay UserfPatient
Serial # Other # [ otner.

6. If Implanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/Yyyyy)

8. Is this a Single-use Device that was Repr d and F on a Patient?

Ovyes [Ono

9. if Yes to Item No. 8, Enter Name and Address of Reprocessor ﬁ Ss

MAY 24 2013

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exciude treatment of event)

Moxe
G. REPORTER (See confidentiality section on back)
1. Name and Address
(b) (6)
Phongg) E-mail
6 &

2. Health Professional? |3. Occupation 4. Also Reported to:

[ ves W] No Consumer/Non-Health |_{A Manutacturer

- - . - A )

5. If you do NOT want your identity disclosed | A#] User Fecilty

to the manufacturer, place an "X" in this box: m Distributor/importer

FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



vidual Case Safety Report | hgas/elgj g]daS?
T

a professionals of adverse events and product problems
Internet Submission - Page 2

B5. Describe event or problem continued

having. She was on the anti-seizure meds for about 2-3 weeks aGere were seeking a second
opinion as the meds were not working. We met with nuro at ®® and she said pull her off
all meds I want a new eeg a week after all meds are out of her system. We took her off the meds
and by day 3 she was having less eye rolling and by the day of the eeg it happened once that
day. We NEVER put her back on the anti-seizure drug because her eeg was normal and the doc said
we didn't need to. We also NEVER gave her orajel again. with in a month no more eye rolling and
no more blue around her lips. She is an amazing health little girl and this stuff needs to be
labeled and dispensed responsibly. We had no idea that this was the cause of her issue we just
stopped everything and here years later I find an article that describes exactly what we were
going through with our own baby.

D§s

MAY 24 2013

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



Individual Case Safety Report CaselD: 9314081

/220 7
L L LIy YA

9314081-01-00-02
.h professionals of adverse events and product problems
Internet Submission - Page 4

B7. Other relevant history, including preexisting medical conditions continued

kidney or other issues.

DEs

MAY 24 2013

Mail to: MEDWATCH orFAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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9316?14-01-00-01

Ihe FUA Sarety Intormation ana
Adverse Event Reporting Program

A. PATIENT INFORMATION

Unspecified

In conlidence
B. ADVERSE EVENT, PRODUCT PROBLEM ORE
Check all that apply:

1. /] Adverse Event  [] Product Problem (e.g., defects/malfunctions)
D Product Use Error [_] Problem with Different Manufacturer of Same Medicine

[ /
‘j Fol
JDLUNTARY reporting of .

vents, product problems and

product use errors 12"333&':'» >4 5 '(/0 ?

Submission - Page 1 CQER
D. SUSPECT PRODUCT(S)

RROR

2. Outcomes Attributed to Adverse Event

CaselD: 9316714

firoved: OMB No. 0910-0291, Expires: 10/31/08
See OMB statement on reverse.

1. Name, Strength, Manufacturer (7 ct
Hylands Teething W Rveitehie Not Available

#rablets

#2

2. Dose or Amount Frequency

#1 !2 teething tablets J “'h"‘ needed | po J

| | || |

(Check all that apply) 3. g;;?s c:f Us’c)(ll unknown, give duration) from/fto (or  |5. gvem Abatag After Use
Death: Disability or Permanent Dam, estimate, two years topped or Dose
g L:e-mrealenhg (mmsci) g Conge::all\nomaly/Binh De:: # 05/01/2011 ’ _— 05/25/2013 # [:]Yes DNO D E;pe'synl
[z Hospitalization - initial or prolonged [¥/] Other Serious (Important Medical Events) #2 -~ #2 [Jves [lnoe [ 2::;"1
[:] Required Intervention to Prevent Permanent ImpairmentyDamage (Devices) 4 Dh.?::f;g;g“‘m for lies [indoerioq) 8. Event Reappeared After
3. Date of Event (mm/ddiyyyy) 4. Date of this Report (mm/ddlyyyy) l Aisioduosion? Dossnt
04/30/2013 05/26/2013 “ n Wves (o [J 3008

5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date w2 [Jves [INo msym
I have been giving my son hylands teething | Not Available |, 3. NDC # or Unique 1D
tablets since he was 6 months old. I have 42 9 Not Available
noticed some things that I did not like

after giving my son hylands teething E. SUSPECT MEDICAL DEVICE

tablets. My son would seem aggitated, he ‘:"{“’";’“’T P,

would start shaking his body every once in a > czn:,:n:)m:m":g =2 Lﬁj
while, and also, my son does not talk real Not Available

good, he is delayed in motor skills, and 3. Manufacturer Name, City and State

speech, and at times, cannot keep his Purchased teething tablets in ®® VAY 2 8 2013
balance. These problems are still ongoing

and reacuring with my son. - At 19 1/2 4. Model # Lot # 5. Operator of Device
months of age, My son was teething so I gave Not Available [7] Heaith Protessional
him hylands teething tablets. Later, my Catalog # Expiration Date (mm/dd/yyyy) [ Lay usevPationt
son's body started shaking and then he fell

to teh floor with his body still shaking. Seriel 4 Other # (] other

His eyes were open but I

6. Relevant Tests/Laboratory Data, inciuding Dates

after taking hylands teething tab
he was 6 months old -tremors, agg
not being able to sleep, delayed

*ALL EVENTS HAPPENED AFTER I GAVE

- Different events have happened with my son

delayed motor skills, not being able to keep
his balance, seizures, shortness of breath.

lets since
itation,
speech,

More

*On-going appointments for my son
seizures, and speech/motor skills
to hylands teething tablets.

this product is still on

Product Available for Evailuation? (Do not send product to FDA)

[:] Yes m No D Returned to Manufacturer on:

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol use, liver/kidney problems, elc.)

's
delays due
* Because

C. PRODUCT AVAILABILITY

6. W implanted, Glve Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)

(mm/ddlyyyy)

8. Is this a Single-use Device that was Reprocessed and Rwsed on a Patient?

- DSS

MAY 28 2013

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates {exclude treatment of event)

My son will have on going therapy for delays in
speech and motor skills. He also, will be seeing a
neurologist on Friday May 31, 2013. I will be
conta

G. REPORTER (See confidentiality section on back)

1. Name and Address
(b) (6)
Phone # E-mail
(b) (6) (b) (6)

2. Health Professional? | 3. Occupation 4. Also Reported to:

D Yes |:] No [:l Manufaclurer
5. If you do NOT want your identity disclosed (] user Faciity

to the manufacturer, place an "X" in this box: E] D Distributor/Importer

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



Individual Case Safety Report
«th professionals of adverse events and product problems

59%%9/&3 714
ORI DA ¢
Internet Submission - Page 2

WMarcH

couldn't seem to get my son to snap out of what looked like a seizure. I picked up my phone and
when I was about to dial 911, my son stopped shaking and was able to be responsive. He had peed
himself. He was crying and very freaked out. I took him to the ER and found out that my son
infact, had a seizure. Two days later, I followed up with his pediatrician. His pediatrician
refered us to a neurologist. We see the neurologost Friday May 31, 2013.

B68

MAY 28 2013

Mail to: MEDWATCH orFAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



Individual Case Safety Report @és@q %%%4
.h professionals of adverse events and product problems

9316714-01-00-03 )WATCH
Internet Submigsion - Page 3
B6. Relevant tests/laboratory data, including dates continued

MY SON HYLANDS TEETHING TABLETS* O -19 1/2 months old-, my son had a
seizure. Took him to the ER and they confirmed it. - May 1st, 2013 -19 1/2 months old-, my
son had to see a development coordinator due to delayed motor skills and delayed speech -
May 2nd, 2013 - 19 1/2 months old-, follow up with pediatrician due to seizure and ER visit.

- May 23rd, 2013 - 20 1/2 months old-, My son started seeing his speech/motor skills therapist
due to delays. He has to see this therapist once a week now. - May 31, 2013 -20 1/2 months
old-, My son will be seeing a neurologist for tremors and seizures.

D89

MAY 28 2013

Mail to: MEDWATCH orFAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



(T LY YA

——gy ~ 3 ~swwsch professionals of adverse events and product problems
Internet Submission - Page 4

B7. Other relevant history, including preexisting medical conditions continued

the shelves and because hylands teething tablets have cause delays and seizures with my son, I
am seeking legal action and will be talking with a lawyer/attorney and will be seezing further
actions.

099
MAY 28 2013

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



Individual Case Safety Report @QS%D‘."{@@6714

9316714-01-00-05 ’WI‘TCH
F. Other (Concomitant) medical products continued

__..h professionals of adverse events and product problems
Internet Submission - Page 5

cting his pediatrician and a lawyer/attorney on Friday May 31, 2013 about the hylands teething
tablets and what it has done to my son and to take further action.

DSS

MAY 23 2013

Mail to: MEDWATCH orFAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



OLUNTARY reporting of See OMB stalement on reverse.
325460-01 -00-01 avents, product problems and

product use errors soq0on0e # H\ rb 8 Lﬁ 1

Internet/Submission - Page 1 L

Individual Case Safety Report (,](“ CaselD: 9325460
Forri App/o¥6d: OMB No. 0910-0291, Expires: 10/31/08
a3

THIE MM SaiSLly niiviimnmauwes ans

Adverse Event Reporting Program
A. PATIENT INFORMATION

D. SUSPECT PRODUCT(S)

1. Patient Identifler |2. Age at Time of Event, or 1. Name, Strengm Manufacturer {Id)mmldgteo
Nata nf Rirth Hyl hi Hyland's Baby
(©)(6) (b) (6) 17 b # ylan s Teething belladonna
In conlidence 9 h #2
B. ADVERSE EVENT, PRODUCT PROBLEM OR ERROR
2. Dose or Amount Frequency Route
Check all that apply:
: . | |
1. E Adverse Event ﬂ Product Problem (e.g., defects/malfunctions) M k ribbon on finger I [ pPo
(Z/ Product Use Error’ \/) Problem with Ditferent Manufacturer of Same Medicine w2 | | l [ r |
2. Outcomes Attributed to Adverse Event
(Check all that apply) 3. Dates of Use(/f unknown, give duration) from/to (or  |5. Event Abated After Use
. best estimatt
Death: Disability or Permanent Damage outimeate) Stopped or Dose mwﬁ 1
mm/ddlyyyyl 41 04/28/2013  __ 05/19/2013 |#1 [Jves [Ino ¥I% fy“
Life-threatening Congenital Anomaly/Birth Defect PP
. ) W2 . O O Doesn't
Hospitalization - initial or prolonged [] Other Serious (Important Medical Events) #2 Yes No Apply
/B’Hequired Intervention to Prevent Permanent Impairment/Damage (Devices) N Du.?::.tl;gag”‘m for Use (indication) 8. Event Reappeared After
Ri
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy) hd 8“"""5"7 7] Dossnt
05/11/2013 05/30/2013 #2 # Yes No Aop
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date w2 [ves [INe [ goe;n'l
PP!
After using teething gel, child had seizures g1 B 54973-75211,, 9. NDC # or Unique 1D
and twitching 0 ¥ 54973-7521-2

E. SUSPECT MEDICAL DEVICE
1. Brand Name

Hyland's Baby ﬁ
2. Common Device Name ek
|_Teething Gel
3. Manufacturer Name, City and State M AY 3 ] 201'3
Hyland's Inc., Los Angeles CA 50061 *
4. Model # Lot # 5. Operator of Device
120936¢ ] Health Protessionat
Catalog # Expiration Date (mm/dd/yyyy,
9 ¢ ) D Lay User/Patient
Serial # Other # (] other:

6. if implanted, Give Date (mm/dd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[Jves [Jno

9. if Yes to Item No. 8, Enter Name and Address of Reprocessor

6. Relevant Tests/Laboratory Data, Including Dates

Child taken by ambulance to ER on
follow-up with primary care
provider on 05/13/2013, pediatric

neurologist 05/14/2013, EEG 05/14/2013, F. OTHER (CONCOMITANT) MEDICAL PRODUCTS
hospital admit ® abnormal labs not Product names and therapy dates (exclude treatment of event) '
directly pertaining to positive alkaloids of

belladonna poisoning but does show

consequence of using the g
MArsL Al
7. Other Relevant History, Including Preexisting Medical Conditions (e.g., allergies, J
race, pregnancy, smoking and aicohol use, livet/kidney problems, eic.) G. REPORTER (See confidentiality section on back)

No health concerns prior *Death did not loiaaaand Addess
occur, box needed to be checked to proceed*

Phon(s) (6) o'
C. PRODUCT AVAILABILITY 2. Health Professional? | 3. Occupation 4. Also Reported to:
Product Avallable for Evaluation? (Do not send product to FDA) 7] ves [INo Other Health Manufacturer
[Jves [dnNo [ Retumed to Manutacturer on: 5. It you do NOT want your Identity disclosed L UserFeclly
' (mmiadlyyyy) 1o the manufacturer, place an "X" In this box: /) 77 Distributorimporter

FORM FDA 3500 (8/05)  Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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9325460-01-00-02
B6. Relevant tests/laboratory data, including dates continued
MRI with contrast/ under anesthesia

I \arck

<h professionals of adverse events and product problems

R

.. swpvevesm vy e
Internet Submission - Page 3
(b) (6) (b) (6)

teething gel, 72HR EEG starting on
After countless hours in the doctor, on the phone with the doctor/ neurology, hospital and
research online, data suggests the teething gel proves to fit symptoms of belladonna poisoning

DSS

MAY 31 2013

Mail to: MEDWATCH orFAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787
Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



ndividual Ladge oalelLy K/EPVLEL

U! haselD 9325466
|l|| |I||| “l |““‘|”|| \ll “ "lllul CDZ:R Fo pproved: OM 0910-0291, Expires: 10/31/08

OLUNTARY reporting of See OMS Statemen onrevere,
Q324466-01-00-01 wvents, product problems and

Triage unit
product use errors sequance # é / 5 f(_o 3
T FWA Darety nnornnauon ana ~—r—t

Submission - Page 1
Adverse Event Reporting Program
A. PATIENT INFORMATION

D. SUSPECT PRODUCT(S)
1. Name, Strength, Manufacturer (fﬁ)an 9@_\%’ label)

Hyland teethin Hyland
18 months # Y anc! e g
In confidence b ¥
B. ADVERSE EVENT PRODUCT PROBLEM OR ERROR
2. Dose or Amount Frequency Route

Check all that apply: A5 needed
1. ) Adverse Event ] Product Problem (e.g.. defects/matfunctions) # P-z tablets ] I l IP° l

[ Product use Ervor ] Problem with Different Manufacturer of Same Medicine ¥ I | l | r I
2. Outcomes Attributed to Adverse Event

(Check all that apply)

3. g:tec of Use(if unknown, give duration) from/to (or  |5. Event Abated After Use
t estimat pped or Dose
E] Death: D Disability or Permanent Damage st eatimate) Sto or Roduc;d? "
TmmidadRyyyy) 41 06/24/2011  __ 10/01/2012 |#1 [(Jves [Ino Z]Ages"
D Life-threatening D Congenital Anomaly/Birth Defect ply
- - . . #2 . l:] D Doesn’t
m Hospitalization - initial or prolonged [[] other Serious (Important Medical Events) #2 [ ] ves No Aoply
[:] Required Intervention to Prevent Permanent Impairment/Damage {Devices) 4 Du.?::t;;g p:l;‘f‘wgn :(.Ir.?dflcanon) 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of this Report (mm/dd/yyyy) bl RE“"““&"? ] Dossrt
10/18/2012 05/30/2013 42 1 Yes No Aply
5. Describe Event, Problem or Product Use Error 6. Lot # 7. Expiration Date 2 D Yes D No D ggg'syn'l
Have used Hyland teething tablets as needed # 9. NDC # or Unique ID
and per instructions since my son started 0
teething in June of 2011. He was completely

E. SUSPECT MEDICAL DEVICE
1. Brand Name

Hylands Baby

2. Common Device Name

|_Teething tablets
3. Manufacturer Name, City and State

unconscious on BrE) and taken by
ambulance to the ER. He was unconscious and
not moving or responding for four hours
straight. The dr said he'd had a seizure.

4. Model # Lot# 5. Operator of Device

D Heallh Professional
[:] Lay User/Patient

c‘“j Serial # Other # /] other:

Mom--me-

Catalog # Expiration Date (mm/dd/yyyy)

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)
MAY 31 2013

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
D Yes No

9. If Yes to Iltem No. 8, Enter Name and Address of Reprocessor

6. Relevant Tests/Laboratory Data, Including Dates

In er in ©© at @©)

medical center.. CT scan, MRI, EKG, etc. on
(b) (6)

F. OTHER (CONCOMITANT) MEDICAL PRODUCTS

Product names and therapy dates (exciude treatment of event)

[oze]

7. Qther Relevant History, Including Preexisting Medical Conditlons (e.g., allergies,
race, pregnancy, smoking and aicohol use, liver/kidney problems, etc.) G. REPORTER (See confidentiality section on back)
No previous health problems or medical Jishame apd Address ] q
history. Very healthy toddler. \

i 3
- Phone # ﬁ;m;l e 1 "0’,7

C. PRODUCT AVAILABILITY 2. Health Prof, ? {3. Occupati 4. Also Reported to:
Product Available for Evaluation? (Do not send product to FDA) D Yes Z] No -3 E] Manufacturer
. 5. If you do NOT want your identity disclosed (] ser Facilty
D ves ZI No D Returned to Manlacturer on: (mm/dd/yyyy) to the manufacturer, place an "X" in this box: D D Distributor/Importer
FORM FDA 3500 (8/05)

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



i0aividual

PLEASE TYPE OR USE BLACK INK

Lase ocarety Reporc

WA OIEEARRIN

facjlities, ¢ Mir Report # %3
. t S
9341721-01-00-01 ORY reporting - [OFimporaepoi
5
FORM FDA 3500A (6/10) Page 1of > FOA Use Only

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
(b) (6) of Event:

or

Date
In confidence of Birth:

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. Adverse Event [[] Product Problem (e.g., defects/malfunctions)

6 Months

and/or

2. Qutcomes Attributed to Adverse Event
(Check all that apply)

[[] Death:
Life-threatening [] Congenital Anomaly/Birth Defect
D Hospitalization - initial or prolonged m Other Serious (Important Medical Events)
D Required Intervention to Prevent Permanent Impaiment/Damage (Devices)

[[] pisabitity or Permanent Damage
§3337

3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy)
00/00/200% 05/22/2013

5. Describe Event or Problem

GRANDDAUGHTER HAD A
SEIZURES. TOOK HER
IT WAS DUE TO. LEFT
TEETHING TABLETS AT
HOW OFTEN.
INJURY.

BLOOD CLOT ON HER BRAIN WITH

TO BE TESTED. DOCTORS NOT SURE WHAT
SCAR TISSUE ON HER BRAIN. WAS USING
THE TIME BUT NOT SURE HOW MANY OR
WANTS TO KNOW IF TEETHING TABLETS CAUSED THE

CaselD: 9341721

Form Approved: OMB No. 09 10-029 1, Expires 12/31/11
See OMB statement on reverse.

C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & mirfiag
#1 HYLAND'S TEETHING TAB]

ﬂce%
#2 v/l JAs
2. Dose, Frequency & Route Used - <

ates (If unknown, give duration)
(o] best estimate)

#1 UNKNOWN DOSAGE #1
#2 ﬁ
4. Diagnosis for Use (Indication) 5. Event Abated After Use
Stopped or Dose Reduced?
#1 TEETHING PAIN uy Dossn
#1 [Jyes (N0 []
» Apply
Doesn't
6 Lot# 7. Exp. Date #2 [Jves [Ino [] Apply
#1 #1 8. Event Reappeared After
Reintroduction?
#2 #2 #1 [ ves [INo Dm""
9. NDC# or Unique ID Dossni
54973-7504-1 #2 [Jves [JNo [ apply

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

D p DICAL D
1. Brand Name

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mmv/dd/yyyy) D Lay UserPatient
Serlal # Other # [[] other:

6. Relevant Tests/Laboratory Data, Including Dates

UNKNOWN TESTS CONDUCTED.

7. Other Relevant History, I:cnldud‘ianfeaxlstlng Medical Conditlons (e.g., allergies,

race, preg Y, ] use, hepatic/renal dysfunction, efc.
UNKNOWN. NO FEVER. NO RECENT VACCINATIONS. NO INJURY
TO HEAD. NOT A PRE-MIE. NO OTHER MEDICATIONS AT THE
TIME.

6. If Implanted, Give Date (mmvdd/yyyy) 7. 1f Explanted, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

[JYes [JNo

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do nof send fo FDA)
[:] Yes D No [:I Returned to Manufacturer on:
(mnvaddlyyyy)

Submission of a report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product
caused or contrib to the event.

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

E. INITIAL REPORTER

1. Name and Address

(b) (6)

~ JUIVﬂ 72013

2. Health Pr. ional? |3. Initia ter Also Sent
ealth Professio Occupation Report f?gb o
(Jves [/]nNo [Jves [INo [@] unk.

JUN p 6 03



Individual Case Salety Report CaselD: 9341721

[T TR

9341721-01-00-02 Page2of 5

"TUR U ER (Devices Only) H. DEVICE MANUFACTURERS ONLY
1. Check One 2. UFimporter Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
(] user Facilty [[] mporter [] peath [] correction
3. User Facility or Importer Name/Address D Serious njury D Additional Information
] Mafunction [[] Response to FDA Request
[] other: [[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
[[] Not Retumed to Manufacturer (i)
4. Contact Person 5. Phone Number [[JYes []Evaluation Summary Attached
[ o SA'dﬂaggd page to explain why not) or 5. Labeled for Single Use?
6. :'Jnatp%rlgfraizca:l:g or 7. Type of Report 8. mgé/m;)Rapart provide code D Yes D No
Aware of Event (mm/dd/yyyy) [ witia

6. Evaluation Codes (Refer fo coding manual)

[[] Follow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manuai) Method l —"[ —I‘ |'I l
Age of Device
C ]
Code I.- | ]- l | Results
oy || | l I s I -
Code - = Conclusions
11. Report Sent to FDA? 12. Location Where Event Occurred 7. 1f Remedial Action Initiated, Check Type 8. Usage of Device
[]Yes [] Hospital O CD):‘ahg):gse{:; Fachity [] Recall [] Notification [[] nitial Use of Device
T (mmiddlyyyy)
[INe (mm/ddyyyy) [[J Home [] Ambutatory [] Repair [[] inspection [J Reuse
13. Report Sent to Manufacturer? [] Nursing Home Surgical Fadility [} Replace [] Patient Moritoring [[] urknown
Outlpatient Treatment ; ificati 9. If action reported to FDA under
[] Yes . Facility [[J Relabeiing ] m;]"u’sr(ﬁ'g:{" 21 USC 360i(f), list correction/
(mm/dd/yyyy) removal reporting number:
D No D Other: - D Other:
(Specify)
14. Manufacturer Name/Address
10. [T] Additional Manufacturer Narrative and / or 11. [[] Corrected Data

G. ALL MANUFACTURERS

1. g’omo:st lcoom“ - Name/Address (and Manufacturing Site 2. Phone Number
’ s 310-768-0700
EDYTA FRACKIEWICZ , 3 R&pof: gvog;';e
HYLAND'S, INC. (Chec apply)
154 W. 131ST STREET [] Foreign
LOS ANGELES, CA 90061 [ Study
D Literature
Consumer
D Health Professional
4. Date Received by 5. D User Fackiy
Manufacturer (mnmvdd/yyyy) (AYNDA # D Company
——— Representative
35/22/2013 )
IND # [[] Distributor
6. If IND, Give Protocol # [ Other:
STN# [ Other:
7. Type of R o
. 510(k
(Shock el that spply) o
Combination
[O5dey []30-cay Product [ ves
Oy [ :e"“’c Pre-1938 [ ] Yes
itiad
O 0-cay [ OTC Product  [7] Yes
15-day [ |Follow-up#__ D S
9. Manufacturer Report Number  |8. Adverse Event Term(s) S
BLOOD SEIZURES
54973 RAE052213EF002 CLOT, SEIZ JUN 0 720’

The public reporting burden for this collection of information has been estimated to average’66  ° Department of Health and Human Services OMB Statement:

minutes per response, including the time for reviewing instructions, searching existing data Food and Drug Administration "An agency may not conduct or sponsar,
sources, gathering and maintaining the data nesded, and completing and reviewing the Office of Chief Information Officer gnd a person s notrequired 1o respond
collection of information. Send comments regarding this burden estimate or any other aspectof 1350 Piccard Drive, Room 400 Bsplays a cumently valid OMB control
this collection of information, indluding suggestions for reducing this burden to: Rockville, MD 20850 number.”

Please DO NOT RETURN this form to this address.

UN 0§ g9,



Individual Case Safety Report

CaselD: 9341721
|l|| "II “luml | mll II“ | ‘l II I u"l"“ (CONTINUATION PAGE)
?21-01-00-02 For use by user-facilities,
9341721-01-00-0 s, distributors, and manufacturers
miCUYYAILO tor MANDATORY reporting e T
FORM FDA 3500A (6/10) (continued) Page 3 of >

B5. Describe Event or Problem (continued)

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

B7. Other Relevant History, Including Preexisting Medical Conditions (e g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) (continued)

Concomitant Medical Products and Therapy Dates (Exclude freatment of event) (For continuation of C.10 and/or D.11; please distinguish)

Other Remarks

JUN 07945

JUN 6 017




.S 7ANDARD CUSTOMER COMPLAINT RECORD

T HOMEOPATHIC AW
WY MADE IN THE USA SINCE 1903
SECTION L MPLAINT
COMPLAINT # _ RVD052213EF002
TAKEN BY: - e ~EDYTA FRACKIEWICZ - - == ———DATE OF COMPLAINT: _ 05/22/13 T T T e e e
PRODUCT: TEETHING TABLETS ITEM CODE: _ TEET
SIZE: LOTNO.. DOESNT HAVE ANYMORE
REPORTER: A
ADDRESS:
(b) (6)
CITY:
COUNTRY: USA ZiP CODE:
(b) (6)
PHONE #:
E-MAIL:
NATURE OF COMPLAINT: GRANDAUGHTER HAD A BLOOD CLOT ON HER BRAIN WITH SEIZURES. TOOK HER TO BE TESTED. DOCTORS

NOT SURE WHAT IT WAS DUE TO. LEFT SCAR TISSUE ON HER BRAIN. WAS USING TEETHING TABLETS AT THE TIME BUT NOT SURE HOW MANY OR
HOW OFTEN. WANTS TO KNOW IF TEETHING TABLETS CAUSED THE INJURY. PATIENT CONTINUES TO HAVE SEIZURES. GRANDMOTHER DID NOT
HAVE VERY DETAILED INFORMATION TO PROVIDE.

FOR ADDITIONAL SPACE PLEASE USE REVERSE OR ATTACH A SEPARATE SHEET

PRODUCT RECEIVED FOR Y S N ’ PRODUCT BEING RETURNED FOR INSPECTION: Y o@
., --JNSPECTION. . _. .. _____ (CIRCLE (CIRCLE
Individual Case Safety Report

DATE REQUESTED PRODUCT BE RETURNED:
4 UPS CALL TAG ISSUED: (CIRCLE

9341721-01-00-04

DATE PRODUCT RECEIVED:
SECTION IIi: INVESTIGATION
INVESTIGATION: THIS COMPLAINT WAS TAKEN DURING TEET RECALL AS A SERVICES RELATED CONCERN AND FORWARDED DIRECTLY

TO THE PHARMACIST AND MEDICAL DIRECTOR FOR TIMELY AE DATA CAPTURE AND EVALUATION.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05122113
ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY: EDYTA FRACKIEWICZ
SECTIONIII: CORRECTIVE ACTION:
CORRECTIVE ACTION(S) COMPLETED BY: ' DATE:
SECTION IV: ADVERSE EVENT REPORTS AE#  RAE052213EF002
ADVERSE EVENT SERIOUS: @/ N
ADVERSE EVENT REPORTED ON: 05/22/13 BY: _ EDYTA FRACKIEWICZ —
SECTION V: DSS
REVIEWED BY MANAGEMENT BY: 7\ [\) DATE: 04\ - 7_6" \ (ajN 0 7 2
V"X v 013
BY: N/ DATE:
= QA QC DIRECTOR
cc: QA/QC Production ,
Packaging Shipping / Receiving JU” 0 Eonn#VD‘l



CaselD: 9341721

WS 7ANLPARD

. W HOMEOPATHIC AW

SN MADE IN THE USA SINCE 1803

SERIOUS ADVERSE EVENT DATA FORM

AE#  RAE052213EF002 COMPLAINT #: _RVDO052213EF001

SECTION I: PATIENT INFORMATION (IF DIFFERENT FROM REPORTER ON FORM VD1)

NAME: (b) (6)

ADDRESS:

cry: state: 0@

COUNTRY: USA ZIP CODE:

PHONE #:

E-MAIL:

ECTION lI: PACKAGING INFORMATION:
AFFIX PACKAGING LABEL HERE AFFIX COPY OF OUTER CARTON HERE
(INCLUDE DRUG FACTS AND PRINCIPAL DISPLAY

PANELS)

Teblettal};ngl'l;)enucwn
Table

+ Symptomacic Relic!
"«m.. in Chilieen

Individual Case Safety Report RS St ; Tecthiv

T

9341721-01-00-05

SECTION ill; CORRECTIVE ACTION:
CORRECTIVE ACTION(S) COMPLETED BY: DATE:
SECTION IV: D
REVIEWED BY MANAGEMENT BY: __@1 [\\ 0 DATE: QS -28- | z SS
A g VW\ 0 7
BY: NA DATE: 20 13
QA7 QC DIRECTOR

DISTRIBUTION: FDA  ADVERSE EVENT FILE ' JUNKU" 9“20 13



PLEASE TYPE OR USE BLACK INK

Case valilely IKepvLt

CaselD: 9341729
R OTC ER——
% by d T-tacitles,

470 B - Mfr Report # 5 3
9341729-02 00-01 distributors and manufacturers M S‘f{ ﬁl‘)f Q
___ MANDATORY reporrmg UFAimporter Report #

I A A P Nl |

FORM FDA 3500A (6/10)

FDA Use Only
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patient Identifier |2. Age at Time ) . Wei 1. Name (Give labeled strength & mfr/iabeler)
of Event: 41 HYLAND' S TEETHING TABLETS
or
Date #2
of Birth: - -
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or best estimate)
#11 TABLET AS NEEDED #
1. Adverse Event  and/or [[] product Problem (e.g., defects/malfunctions)
2. Outcomes Attributed to Adverse Event #2 #2
(Check all that apply) 4. Diagnosis for Use (Indication) 5. Event Abated After Use
Death: Disability or Permanent Damage P — Stopped or Dose Reduced?
[ A yYYY) O #1 TEETHING PAIN #1 [JYes [INo [ Doesn't
[J ufe-threatening [[] Congenital Anomaly/Birth Defect - Apply
Haospit: ion - initial olonged Other Serious (Important Medical Events Doesn't
[] Hospitaiization - initiai or prolong 4 ( ) AT 7 Exp. Date #2 [JYes [INo [] Apply
Required Intervention to Prevent Permanent | i t/Dal Devices
D e entton venterma mpaiment/Damage ( ) #1 #1 8. Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
00/00/2009 05/23/2013 #2 #2 #1 []Yes [JNo Dgp"s;"‘
5. Describe Event or Problem 9. NDC# or Unique ID Doasr
n't
54973-7504-1 #2 [Jyes [JNo [ agn,

GAVE 1 TABLET AS NEEDED FOR TEETHING IN 2009. MOTHER
DOES NOT KNOW IF THERE WAS A TIME CONNECTION BETWEEN
GIVING TEETHING TABLETS AND SEIZURES. CHILD WAS
DIAGNOSED WITH FEBRILE CONVULSIONS. CHILD DID HAVE
FEVERS AT THE TIME OF SEIZURES. CHILD HAS NOT HAD A
SEIZURE IN QUITE A WHILE.

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

D. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

w

Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
|:| Health Professional
Catalog # Expiration Date (mm/dd/yyyy) D Lay User/Patient
Serial # Other # ] other:

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Glve Date (mmv/dd/yyyy)

6. Relevant Tests/Laboratory Data, Including Dates 8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

[Jyes []No
UNKNOWN TESTS CONDUCTED
9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do not send to FDA)
[CJYes [JNo [] Retumned to Manufacturer on:

(mm/addlyyyy]
11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

7. Other Relevant Hist Inclu Preexisting Medical Conditions (e , allergies,
race, pregnancy, smok use, hepatic/renal dysfunction, efc.

|MOTHER HAS SEIZURES RESULTING FROM HEAD TRAUMA.

PATIENT'S BROTHER HAS SEIZURES ALSO. E. INITIAL REPORTER

1. Name and Address

() 6) oEp 0 ’20

Submission of a report doas not constitute an admission that medical 2. Health Professional? |3. Occupation 4. Initial Repodef Also Sent
personnel, user facility, importer, distributor, manufacturer or product v Report to FD.
caused or contributed to the event. [Yes [Ne Ovyes O No [@] unk.

SEP 0 6 2013



arerty Rrepvst

(i

9341729-02-00-02

. FOR USE BY USER FACILITY/IMPORTER (Devices Only)
1. Check One 2. UFimporter Report Number
v [ user Fadiity 7] mporter

Page 2 of 10
H. DEVICE MANUFAC TURERS ONLY

3. User Facility or iImporter Name/Address

4. Contact Person 5. Phone Number

6. Date User Facility or
Importer Became

7. Type of Report 8. Date of This Report

(mm/dd/yyyy)

1. Type of Reportable Event
[ peati— =
[ serious tnjury
[] Matfunction

[T other:

CaselD: 9341729

2. If Follow-up, What Type?
“T7] Correction
[] Additional information
[[] Respanse to FDA Request
[[] Device Evaluation

3. Device Evatuated by Manufacturer?
D Not Retumed to Manufacturer
[JYes [] Evaluation Summary Attached

D No (Attach page to explain why nof) or
provide code:

4. Device Manufacture Date
(mm/yyyy)

5. Labeled for Single Use?

[]es [ Ne

14. Manufacturer Name/Address

Aware of Event (mm/dd/yyyy)} [] mnitial
6. Evaluation Codes (Refer fo coding manuaf)
[:] Follow-up #
9. Approximate 10. Event Problem Codes (Refer fo coding manual) Method I J'l |" l' l
Age of Device
vy - L 3 I I
Code l | l - | | Results
Devi
o l-| J-L | concons | |- ] |
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
[ ves [] Hospital ] 8:28:3:3:: — [ Recall [[] Notification [[] mitial Use of Device
(mm/dd/yyyy) [] Home i i [[J Reuse
D No Ambulatory 7] Repair [] inspection
13. Report Sent to Manufacturer? [[] Nursing Home Surgical Facility [] Replace [[] Patient Monitoring [_] unknown
Outpatient Treatment " 9. If action reported to FDA under
[] Yes d Facility [[] Refabeling ] mg‘s"l';'nagz{" 21 USC 360i(f), list correction/
(mm/ddlyyyy) removal reporting number:
[:] No [:] Other: Other:
(5pecify) [] Other:

10. D Additional Manufacturer Narrative and /or 1. D Corrected Data
G MANUFACTURERS
1. Contact Office - Namel/Address (and Manufacturing Site 2. Phone Number
for Devices)
310-768-0700
EDYTA FRACKIEWICZ 3. R(f"l"r)eezﬁ gﬂg;e
HYLAND'S, INC. ( apply)
154 W. 131ST STREET DF“@Q"
LOS ANGELES, CA 90061 D Study
[] titerature
Consumer
D Health Professional
4. Date Roceived by 5. [] user Faciity
Manufacturer (mm/dd/yyyy) (AINDA # D gompanym
25/22/2013 epresentatlve
IND # [[] Distributor
6. If IND, Give Protocol #
STN# (] Other:
PMA/
510(k) #
" (e et ooty .
ination
[)5dey  []%0ay Prood " [ves
E 7-day % :’em’:dc Pre-1938 [ ] Yes
10-day n
OTC Product Yi
(1 t5sey (7] Foowap_L_ e DSS
9. Manufacturer Report Number |8. Adverse Event Term(s) SEP
54973  RAE0S2213EFO01 |gp1jupEs / FEBRAL CONVULSIONS 0 920]3
The public reporting burden for this collection of information has been estimated to average 66 Department of Health and Human Services OMB Statement:
Food and Drug Administration “An may not conduct or sponsor,

minutes per response, indudng lhe time for reviewing instructions, searching existing data
sources, gathering and ining the data needed, and completing and reviewing the -
colewmoﬂnfonnaﬁm Sendcommeots regarding this burden estimate or any other aspect of
this collection of information, including suggestions for reducing this burden to:

Office of Chief Information Officer
1350 Piccard Drive, Room 400
Rockville, MD 20850

Please DO NOT RETURN this form to this address.

agency
and aperson is not required to respond
to, a collection of kwo}.gljaﬁm unless it
dsplmgeyrs a cumrently valid OMB control
nu .

SEP 0 6 2013




aiviqual LasSe oalelLy REPULL Casqiy 4341429 4
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93417726-02-00-03 738 ey Ty 008y, 2y 95~

May 23, 2013

(b) (6)

6
Dear .(b)( )

Pursuant to your phone call regarding our Hyland’s Teething Tablets, we regret that you
did not have a satisfactory experience with our product.

Pursuant to your request for a refund, we are issuing a check to you for your purchase
price of § 5.69 per bottle. We appreciate your keeping us informed of your experience
with our medicines.

We appreciate every comment our customers take the time to communicate to us. We
hope this experience will not deter you from pursuing homeopathic treatment in the
future. Please contact us when we can be of continued service.

Sincerely,
Dan Krombach
President

Enc: Refund Check - $ 6.22

Dss

Sep 0920

Standard Homeopathic Company + Setting the Standard in Homeopathy, Since 1903
210 West 131st Street -+ Box 61067 « Los Angeles, CA 90061 - (213) 321-4284 - fax (310) 516-8579
P.O. Box 87 + Bryn Mawr, PA 19010 - (215) 520-0580 - fax (215) 520-0582  SEP 0 ¢ 2013



ER COMPLAINT RECORD

A

g9141723-02-00-04

COMPLAINT # _ RVD052213EF001
IAKEN BY: EDYTA FRACKIEWICZ DATE OF COMPLAINT: _ 05/22/13
PRODUCT: TEETHING TABLETS ITEM CODE: _ TEET
SIZE: LOTNO: DOESNT HAVE
REPORTER: ®6)
ADDRESS:
(DIG) () (6)
CITY: STATE: |
COUNTRY: USA ZIP CODE:
(b) (6)
PHONE #:
E-MAIL:
GAVE 1 TABLET AS NEEDED FOR TEETHING IN 2000, SHE DOES NOT KNOW IF THERE WAS A TIME CONNECTION
NATURE OF COMPLAINT: BETWEEN GIVING TEETHING TABLETS AND SEIZURES. CHILD WAS DIAGNOSED WITH FEBRILE CONVULSIONS.

CHILD DID HAVE FEVERS AT THE TIME OF SEIZURES. CHILD HAS NOT HAD A SEIZURE IN QUITE AWHILE., MOTHER HAS SEIZURES AS A RESULT OF
HEAD TRAUMA. MOTHER WANTS A REFUND FOR ONE BOTTLE. ALSO TOOK REPORT FOR CHILD'S BROTHER WHO HAS SEIZURES AND WHO USED

BABY TEETHING TABLETS.
FOR ADDITIONAL SPACE PLEASE USE REVERSE ORATTACH A SEPARATE SHEET
PRODUCT RECEIVED FOR Y @ PRODUCT BEING RETURNED FOR INSPECTION: Y (@
INSPECTION: (CIRCLE (CIRCLE
R Ec E 'v ET&OUESTED PRODUCT BE RETURNED:
ey
SEP 0 6 2013 UPS CALL TAG ISSUED: (CIRCLE
DR DATE PRODUCT RECEIVED:
SECTION II; INVESTIGATION c

INVESTIGATION: THIS COMPLAINT WAS TAKEN DURING TEET RECALL AS A SERVICE RELATED CONCERN AND FORWARDED DIRECTLY

TO OUR PHARMACIST AND MEDICAL DIRECTOR FOR TIMELY AE DATA CAPTURE AND EVALUATION.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05/22/13

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY:
CORRECTIVE ACTION:

EDYTA FRACKIEWICZ

ECTION ili:

05/22/13: PREPARED REFUND REQUEST TOTALING $ 6.22. 06/12/13: MAILED REFUND CHECK # 509375 TOTALING § 16.26 ON ARTICLE # 70081830

000486289877.

CORRECTIVE ACTION(S) COMPLETED BY: ®)©) DATE: _ 05/23/13 & 06/11/13
SECTION IV: ADVERSE EVENT REPORTS AE# _ RAE052213EF001
ADVERSE EVENT SERIOUS: @/ N
ADVERSE EVENT REPORTED ON: 05/22113 BY: _ EDYTAFRACKIEWICZ

TION V:
REVIEWED BY MANAGEMENT BY: l '} \J / 1/(&4/ DATE; 0 8'27 ~ ( Ky EP 0 ) 20,3
BY: - _NIA DATE:

QA /GC DIRECTOR

cc: QA/QC Production

Packaging Shipping / Receiving Form # VD1

SEP 0 6 2013



PLEASE TYPE OR USE BLACK INK

~dLLiViddadLl vaet oaltly KRCpOuUlL L Case”):9341740

Form Approved: OMB No. 09 10-029 1, Expires 12/31/11
See OMB statement on reverse,
' e tlities,

: Mfr Report # _
9341740-01-00-01 :r¥eistributors and manufacturers _/MW
or MANDATORY reporting UFAmporter Report #

Wikab’/ YW/ T W1

FORM FDA 3500A (6/10) Page 1 of 5

F DA Use Only
A. PATIENT INFORMATION C. SUSPECT PRODUCT(S)
1. Patient Identifier |2. Age at Time 1. Name (Give labeled strength & mfr/labeler)
ofEvent: & Months wsl | #1 HYLAND'S TEETHING TABLETS
or
Date or #2
of Birth: = -
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
B. ADVERSE EVENT OR PRODUCT PROBLEM from/to (or best estimats)
#1 DOESN'T R BER - A
1. Adverse Event  and/or [[] Product Problem (e.g., defects/malfunctions) ~—weee*v c
2. Outcomes Attributed to Adverse Event #2 #2
(Check ai that apply) 4. Diagnosis for Use (Indicafion) 5. Event Abated After Use
. : " D
[] peath: [[] oisability or Permanent Damage #1 TEETHING PAIN‘UN 0 5 2013 Stopped or Dose Reduced? '
(mradlyyyy) : #1 [Jves [/]no [ Doesnt
Life-threatening [[] Congenital Anomaly/Birth Defect © Apply
italization - i " h ious (I Medical E Doesn't
[[] Hospitalization -nitial or prolonged 7] Other Serious (Important Medical Events) YT @aﬁ #2 [JYes [nNo [ Apply
[‘_'] Required Intervention to Prevent Permanent Impairment/Damage (Devices) " a1 & Event Reappeared After
3. Date of Event (mm/dd/yyyy) 4. Date of This Report (mm/dd/yyyy) Reintroduction?
00/00/2003 05/22/2013 #2 # #1 [JYes [INo DE::;"‘
5. Describe Event or Problem 9. NOC# or Unique ID Dossm
oesn't
54973-7504-1 #2 [Jves [INo gy

BACK IN 2003 FOR 6 MONTH CHECK-UP CHILD WAS AT THE
DOCTOR'S OFFICE AND WHILE SHE WAS IN THE ROOM AFTER
BEING WEIGHED THE CHILD TURNED BLUE AND HAD A SEIZURE.
WAS ONLY USING TEETHING TABLETS AT THE TIME. WAS IN
OFFICE FOR VACCINATIONS BUT DID NOT RECEIVE THEM YET.
DOCTORS NOT ABLE TO DETERMINE CAUSE OF SEIZURES.

CONTINUED TO HAVE SEIZURES - DROP SEIZURES DAILY AND
GRAND MAL ONCE A MONTH. TAKES KEPRA FOR SEIZURSS. : D. SUSPECT MEDICAL DEVICE

1. Brand Name

10. Concomitant Medical Products and Therapy Dates (Exciude freatment of event)

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[[] Health Professional
[[] Lay UsedPatient

Catalog # Expiration Date (mm/dd/yyyy)

Serial ¥ Other # [] other:

d

If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mm/dd/yyyy)

6. Ralevant Tests/Laboratory Data, Including Dates

o

. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

Yes No
SPINAL TAP AND OTHER TESTS WITH INCONCLUSIVE RESULTS. |[f:‘|{ — [3 T T Add T
NO FEVER AT THE TIME. g es to item No. 8, Enter Name an ress eprocessor

o

10. Device Available for Evaluation? (Do nof send to FDA)
[JYes [INo [] RetunedtoManufacturer on:

(mmiadlyyyy)
11. Concomitant Medical Products and Therapy Dates (Exclude treatment of event)

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

E. INITIAL REPORTER
1. Name and Address

(b) (6)

N g 6 5,

Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupation
personnel, user facility, importer, distributor, manufacturer or product v
caused or contributed to the event. [ yes No




Individual Case Safety Report

9341740-01-00-02

. Check One
[[] User Faciity

2. UFimporter Report Number

(] mporter

Page 2 of 3

w

User Facility or Importer Name/Address

H. DEVICE MANUFACTURERS ONLY
1. Type of Reportable Event
[[] peatn

D Serious Injury

L__| Malfunction

- [] other:

CaselD: 9341740

2. If Follow-up, What Type?
[[] Correction
[] Aaditionat Information
[[] Response to FDA Reguest
[[] Device Evaluation

3. Device Evaluated by Manufacturer?
[[] Not Retumed to Manufacturer

4. Device Manufacture Date
(mmiyyyy)

4. Contact Person 5. Phone Number E] Yes |:| Evaluation Summary Attached
D No (,Z'nach page to explain why not) or 5. Labeled for Single Use?
ide code:
6. Date User Facility or 7. Type of Report 8. Date of This Report provide ¢
Importer Became (mmvdd/yyyy) [ ves [InNo
Aware of Event (mmv/dd/yyyy) D Initial
6. Evaluation Codes (Refer (o coding manual)
[[] Fottow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual) Method { —I'I —]'l ]'[ l
Age of Device
o - - L H H |
Code ] L j | Results
Device _ : -
Code - Conclusions - -
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
[ Yes [ Hospita L e acaty [ Recat (] Notification [] Intial Use of Device
mm/dd/)
[JNe ( yyyy) [[] Home [] Ambustory [} Repair [ inspection [[] Reuse
13. Report Sent to Manufacturer? [[] Nursing Home Surgical Facility [[] Repiace [7] Patient Monitoring [] unknown
Qutpatient Treatment ; i 9. If action reported to FDA under
[ ves Ll Facility [JRetabeing ] ;"d".dma“"‘" 21°USC 3601(f), list corrections
ljustment . .
me/dd/yyyy) removal reporting number:
D No D Other: D Other:
(Specify)
14. Manufacturer Name/Address

10. [[] Additional Manufacturer Narrative and /o 11. [[] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office - Name/Address (and Manufacturing Site 2. Phone Number
for Devices)
310-768-0700
EDYTA FRACKIEWICZ 3. Report Sm;;ce
HYLAND'S, INC. (Check all that apply)
154 W. 131ST STREET [] Foreign
LOS ANGELES, CA 90061 Ds(udy
[] Literature
Consumer
[:] Health Professional
4. Date Received by 5. (] User Faciity
Manufacturer (mm/dd/yyyy) (AINDA # [:! Eunpany‘ '
05/22/2013 =
rzz/ IND # [] pistributor
6. If IND, Give Protocol # .
STN# (] other:
7.T of R iyl
. 510(k) #
(&heck ai that appiy) c“:( ‘ |
bination —_—
[J5day []30-day Product [ Yes
7y  [] I"?'ﬁ:"‘c Pre1938 [ ] Yes
[ to-day [ tni OTC Product  [7] Yes D
15-day [ ] Follow-up # S
9. Manufacturer Report Number  |8. Adverse Event Term(s) JU
12U
54973 RAE052213gF003 |0 ZURES No 72013
The public reporting burden for this collection of information has been estimated to average 66 ' Department of Health and Human Services OMB Statement:
minutes per response, including the time for reviewing instructions, searching existing data Food and Drug Administration "An agency may not conduct or sponsor,
sources, gathering and maintaining the data needed, and completing and reviewing the Office of Chief Information Officer gnd & erson is not requirad 10 reapond
lection of information. Send cc s regarding this burden estimate or any other aspectof 1350 Piccard Drive, Room 400 displays a currently valid OMB contral
this collection of information, including suggestions for reducing this burden to: Rockville, MD 20850 number.”

Please DO NOT RETURN this form to this address.



Individual Case Sarety keport CaselD: 9341740

I”l "I N I m" “\Il || || I lI H | m“ |l|| (CONTINUATION PAGE)

Q341740- 01 N0N-03 For use by user-facilities,
s, distributors, and manufacturers
W VYA LT tor MANDATORY reporting
FORM FDA 3500A (6/10) (continued) Page3of 5

B.5. Describe Event or Problem (continued)

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

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

Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C. 10 and/or D.1 1, please distinguish)

Other Remarks I

N0 75
JUN 9 6 opp3-




41740

.S 7ANDARLD CUSTOMER COMPLAINT RECORD

-V HOMEOPATHIC AW,
SN MAOE IN THE USA SINCE 1803
SECTION I; COMPLAINT
COMPLAINT # _ RVD052213EF003
TAKEN BY: EDYTA FRACKIEWICZ DATE OF COMPLAINT: _ 05/22/2013
PRODUCT: TEETHING TABLETS ITEM CODE: _ TEET
SIZE: LOTNO.: _DOESNT HAVE ANYMORE
REPORTER: ©©
ADDRESS:
6)
CITY: STATE: B
COUNTRY: USA ZIP CODE:
(b) (6)
PHONE #:
E-MAIL:
PURCHASED PRODUCT IN 2003. BACK IN 2003 FOR THE 6 MONTH CHECK-UP CHILD WAS AT THE DOCTOR'S
NATURE OF COMPLAINT: OFFICE AND WHILE SHE WAS IN THE ROOM AFTER BEING WEIGHED THE CHILD TURNED BLUE AND HAD A

SEIZURE. WAS ONLY USING THE TEETHING TABLETS AT THE TIME. WAS IN OFFICE FOR VACCINATIONS BUT DID NOT RECEIVE THEM YET.
DOCTORS NOT ABLE TO DETERMINE CAUSE OF SEIZURES. CONTINUED TO HAVE SEIZURES - DROP SEIZURES DAILY AND GRAND MAL ONCE A
MONTH. TAKES KEPRA FOR SEIZURES. NO FEVER AT THE TIME. WENT TO THE DOCTOR WHO CONDUCTED A SPINAL TAP AND OTHER TESTS
WITH INCONCLUSIVE RESULTS. TOLD HER THAT SIDE EFFECTS DUE TO HOMEQPATHICS TEND TO BE TRANSIENT IN NATURE.

FOR ADDITIONAL SPACE PLEASE USE REVERSE OR ATTACH A SEPARATE SHEET

PRODUCT BEING RETURNED FOR INSPECTION: Y C@

PRODUCT RECEIVED FOR Y @
__INSPECTION: __(CIRCLE (CIRCLE

Individual Case Safety Report

dn AT

9341740-01-00-04

DATE REQUESTED PRODUCT BE RETURNED:

Y N
UPS CALL TAG ISSUED: (CIRCLE Q

DATE PRODUCT RECEIVED:
SECTION i INVESTIGATION
INVESTIGATION: THIS COMPLAINT WAS TAKEN DURING TEET RECALL AS A SERVICE RELATED CONCERN AND FORWARDED DIRECTLY

TO THE PHARMACIST AND MEDICAL DIRECTOR FOR TIMELY AE DATA CAPTURE AND EVALUATION.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05/22/13

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY: EDYTA FRACKIEWICZ
TION i CORRECTIVE ACTION:

CORRECTIVE ACTION(S) COMPLETED BY: DATE:

SECTIONIV: ADVERSE EVENT REPORTS
ADVERSE EVENT SERIOUS: @I N
ADVERSE EVENT REPORTED ON: 05/22/13
SECTION V:

REVIEWED BY MANAGEMENT BY:

o N[A.

QA /QC DIRECTOR
cc: QA/QC Production
Packaging Shipping / Receiving

AE #: _RAE052213EF003

EDYTA FRACKIEWICZ

Form # VD1

JUN 9 § 3945



WS 7ANDARD

Y HOMEOPATHIC AW

WY MADE IN THE USA SINCE 1903

CaselD: 9341740

W

SERIOUS ADVERSE EVENT DATA FORM

AE #: RAE052213EF003

COMPLAINT # RVD052213EF003

SECTION i: PATIENT INFORMATION (/F DIFFERENT FROM REPORTER ON FORM VD1)
NAME: ®)©6)
ADDRESS:
CITY: STATE: ©)(6)
COUNTRY: USA ZIP CODE:
©)©)
PHONE #:
E-MAIL:
SECTION i: PACKAGING INFORMATION:

~

AFFIX PACKAGING LABEL HERE

‘Individual Case Safety Report

9341 740-01-00-05
SECTION liI: CORRECTIVE ACTION:

AFFIX COPY OF OUTER CARTON HERE
(INCLUDE DRUG FACTS AND PRINCIPAL DISPLAY
PANELS)

HOMEOPATMG . 21
’;‘eblecct;alsl ;ggla Denticidn
[

« S K Relief
h;«d-t"ﬂlu'"‘

.r“.,;«.iuk'
Tablets

CORRECTIVE ACTION(S) COMPLETED BY:

DATE:

SECTION IV:

DSs

BY: N/A

REVIEWED BY MANAGEMENT BY: 7\,\) u,(7‘( oate: O5- 298~ ]‘#’N 072013

DATE:

QA /QC DIRECTOR

DISTRIBUTION: FDA ADVERSE EVENT FILE

JUN 0 620,3

FORM SAEO1



Individual Case Safety Report

PLEASE TYPE OR USE BLACK INK

Q341747-02-00-01

FORM FDA 3500A (6/10)

Page

1. Patient ldentifier {2. Age at Time 3. Sex 4. Weight
(b) (6) of Event: " .
Z Years
or (] Female Ibs
Date (b) (6
n confidence of Birth: ) Male kgs
B. AD R OR PROD PROB

1. [7] Adverse Event andior  [_] Product Problem (e.g., defects/malfunctions)

For use by user-facilities,
ters, distributors and manufacturers
for MANDATORY reporting

1ofM{

2. Outcomes Attributed to Adverse Event
(Check all that apply)

[] peatn: [[] pisabiity or Permanent Damage
Tmnvadlyyyy)
[ uife-threatening

Hospitalization - initial or prolonged
D Required Intervention to Prevent Permanent Impairment/Damage (Devices)

(] Congenital Anomaly/Birth Defect
[2] Other Serious {Important Medical Events)

3. Date of Event (mm/dd/yyyy)
12/23/2010

4. Date of This Report (mm/dd/yyyy)
08/22/2013

5. Describe Event or Problem

(b) (6) i -
SEIZURE ON CHILD HAD JUST TURNED 2
YEARS OLD. DOES NOT KNOW HOW MUCH OR HOW OFTEN SHE WAS
GIVING TEETHING TABLETS. CAN'T REMEMBER HOW OLD WHEN
SHE STARTED USING. WENT TO THE ER; HOSPITALIZED
OVERNIGHT. ¥-RAYS AND MRI A FEW WEEKS LATER. TESTS
WERE NORMAL. HAD ANOTHER SEIZURE IN®N®) BUT DOES
NOT KNOW IF USING TEETHING TABLETS. DOCTOR DIAGNOSED AS
FEBRILE SEIZURES. NO OTHER SEIZURES. WANTS A REFUND.
HAS A FEVER OF 101F AFTER THE SEIZURE AT THE HOSPITAL.
NO ALLERGIES. FULL TERM BABY.

6. Relevant Tests/Laboratory Data, Including Dates

¥-RAYS AND MRI; TESTS WERE NORMAL.

7. Other Relevant History, Includin

Preexisting Medical Conditions (e.g., allergies,
race, pregnancy, smoking and alcohol uss, hepatic/renal

dysfunction, efc,

NO KNOWN ALLERGIES. FULL TERM BABY.
SEIZURE AT THE HOSPITAL.

HAD 101F AFTER THE

CaselD: 9341747

Form Approved: OMB No. 09 10-029 1, Expires$2/31/11
See OMB statement on reverse

Mir Repoﬂ#-s 73 6»’) ‘{' :0\1‘11\' ')\

UF importer Report #

FDA Use Only

C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & mfr/labeler)
#1 HYLAND'S TEETHING TABLETS

#2
2. Dose, Frequency & Route Used 3. Therapy Dates (If unknown, give duration)
from/to (or best estimate)
#1 UNKNCWN #1
#2 #2
4. Diagnosis for Use (Indication) 5. Event Abated After Use
[EMP RELIEF TEETHING PAIN Stopped or Dose Reduced?
" # [Jves [Jno []D0es1
» Apply
Dossn't
6. Lot # 7. Exp. Date #2 [Jves [l nNo ] Apply
#1 #1 8. Event Reappeared After
Reintroduction?
#2 #2 #1 [JYes [INo []gggsy“"
9. NDC# or Unique ID Doesnt
54973-7504-1 #2 [Jves [INo [0y

10. Concomitant Medical Products and Therapy Dates (Exclude treatrment of event)

D. SUSPECT MEDICAL DEVICE
1. Brand Name

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[:] Health Professional
Catalog # Expiration Date (mm/dd/yyyy) [:I Lay User/Patient
Serial# Other # [[] other.

6. If Implanted, Give Date (mm/dd/yyyy) 7. If Explanted, Give Date (mnv/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

[} ves [] No

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do not send to FDA)
[dyes [No [ RetumedtoManufacturer on:

11. Conc

(mm/adlyyyy)
itant Medical Products and Therapy Dates (Exclude freatment of even)

E. INITIAL REPORTER

1. Name and Address Phone #(b) (6)
®®© lms
Submission of a report does not constitute an admission that medical 2. Health Professional? |3. Occupation 7. nitial Reporter Also Sent
nel, user facility, importer, distributor, manufacturer or product v o Report to FDA
caused or contributed to the event. Oves [4 [JYes [(JNo [@]Unk.

SEP 0.6 2013



RepoL L

AT

9141747-02-00-02

Page 2 of
H. DEVICE MANUFACTURERS ONLY

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

1. Check One 2. UFmporter Report Number 1. Type of Reportable Event 2. If Follow-up, What Type?
««{"} User Faciity - - [[] importer [ eath oot A *[TCoirecion 7~
3. User Facility or importer Name/Address D Serious Injury D Additional Information
[] Malfunction [[] Response to FDA Request
[[J otner: [[] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
(mm/yyyy)
[] Not Retumed to Manufacturer
4. Contact Person 5. Phone Number [ Yes [] Evatuation Summary Attached
D No (Attach page to explain why not) or 5. Labeled for Single Use?
- vide code:
6. Date User Facility or 7. Type of Report 8. Date of This Report pro
Importer Became (mm/dd/yyyy) [ es [(INo
Aware of Event (mm/dd/yyyy) D Initial

6. Evaluation Codes (Refer to coding manual)
[[] Follow-up #

Qgg&xgg:ti:e 10. Event Problem Codes (Refer fo coding manual) Method l" I" l'[:
o’ L AL ] s [
gg::e J - r J - r J Conclusions ‘ —i— —[f J—

©

F
5

11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
Hospital Outpatient Bati Initial Use of Device

[ Yes (a3 o 4 Diagnostic Facility (] Recal [] Natification U

[ No [[] Home [] Ambutatory [[] Repair (] inspection [ Reuse
13. Report Sent to Manufacturer? ] Nursing Home Surgical Facility [] Replace [[] Patient Moaitoring [ ] unknown

] Outpatient Treatment Modificati 9. If action reported to FDA under
[]Yes Facility (] Reiabeling  [] M‘}“uffn?gg{" 21 USC 360i{f), list correction/
(mm/dd/yyyy) . removal reporting number:
D No D Other: . D Other:
(Specity)
14. Manufacturer Name/Address
10. [[] Additional Manufacturer Nasrative and / or 11. [ ] Corrected Data

G. ALL MANUFACTURERS

1. ?oontD:? Office - Name/Address (and Manufacturing Site 2. Phone Number
¥ Devices) 310-768-0700
EDYTA FRACKIEWICZ 3 Report Saurce
HYLAND'S, INC. (Chec apply)
154 W. 131ST STREET [ Foreign
LOS ANGELES, CA 90061 [] study
[[] Uterature
Consumer
[] Health Professional
4 Date Recaivodby 3 [ User Faciity
an
wacurc (riddm) N onr | R
95/24/2013 )
ND# | [[] Distributor
6. If IND, Give Protocol # .
STN# L] Other:
7. Type of R ok
- o 510(k) #
TR et epoiy) o
Combination
[Jsday [J30-day Product [ Yes
D 7-day D Periodic Pre-1938 D Yes e
I
[ 10-day [] e OTC Product  [7] Yes D
D ey [ Folowant L — S
9. Manuf; or Report Numb 8. Adverse Event Term(s) ISE
FEBRILE SEIZURES P
54973 RAEO52413EF001 | To o z - 0 92013

The public reporting burden for this collection of information has been estimated to average 66 Department of Health and Human Services OMB Statement:

minutes per response, including the time for reviewing instructions, searching existing data Food and Drug Administration *An agency may not conduct or Sponsor,
sources, gathering and malntaining the data needed, and completing and reviewing the Office of Chief Information Officer and a porsen ls ot requived 10 respond
collection of information. Send comments regarding this burden estimate or any other aspectof 1350 Piccard Drive, Room 400 déplaysaajo:‘renuyva\id OMémcﬁd
this collection of information, including suggestions for reducing this burden to: Rockville, MD 20850 number.”

Please DO NOT RETURN this form fo this address.

SEP 0 6 7012
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May 28, 2013

(b) (6)

®) 6)
Dear

Pursuant to your letter regarding our Hyland’s Teething tablets, we regret that you did not
have a satisfactory experience with our product.

Pursuant to your request for a refund, we are issuing a check to you for your purchase
price of § 5.69. We appreciate your keeping us informed of your experience with our

medicines.
We appreciate every comment our Customers take the time to communicate to us. We

hope this experience will not deter you from pursuing homeopathic treatment in the
future. Please contact us when we can be of continued service.

Sincerely,

Dan Krombach
President

Enc: Refund Check - $ 6.22

Oss

P 0.9 2075

Standard Homeopathic Company * Setting the Standard in Homeopathy, Since 1903
210 West 131st Street + Box 61067 - Los Angeles, CA 90061 - (213) 321-4284 - fax (310) 516-8579
P.O. Box 87 * Bryn Mawr, PA 19010 + (215) 520-0580 - fax (215) 520-0582

SEP 0 6 2013
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9341747-02-00-05

COMPLAINT #: _ RVD05241 3EF001

TAKEN BY: EDYTA FRACKIEWICZ DATE OF COMPLAINT: _ 05/24/13
PRODUCT: HYLAND'S TEETHING TABLETS ITEM CODE: _TEET
. DOESNT HAVE

SIZE: LOTNO.: _PURCHASED IN 2010
REPORTER: _©©

©®) )
cITY: i state: ©@© SEP 062013
COUNTRY: USA ZIP CODE:

(b) (6)
ProNE 4 CDR
E-MAIL: (6)(6)

SEIZURE ON CHILD HAD JUST TURNED 2 YEARS OLD. DOES NOT KNOW HOW MUCH OR

NATURE OF COMPLAINT: HOW OFTEN SHE WAS IvinG 1 EETHING TABLETS. CANT REMEMBER HOW OLD WHEN SHE STARTED USING.

WENT TO THE ER; HOSPITALIZED OVERNIGHT. X-RAYS AND MRI A FEW WEEKS LATER. TESTS WERE NORMAL. HAD ANOTHER SEIZURE IN (®)(6) ™
(b) (6) BUT DOES NOT KNOW IF USING TEETHING TABLETS. DOCTOR DIAGNOSED AS FEBRILE SEIZURES. NO OTHER SEIZURES. WANTS A
REFUND. HAS A FEVER OF 101°F AFTER THE SEIZURE AT THE HOSPITAL. NO ALLERGIES. FULL TERM BABY.

FOR ADDITIONAL SPACE PLEASE USE REVERSE ORATTACH A SEPARATE SHEET

PRODUCT RECEIVED FOR Y @ PRODUCT BE!NG RETURNED FOR INSPECTION: Y @
INSPECTION: (CIRCLE ONE (CIRCLE ONE]

DATE REQUESTED PRODUCT BE RETURNED:

Y
UPS CALL TAG ISSUED: (CIRCLE C@

DATE PRODUCT RECEIVED:

SECTION It INVESTIGATION

INVESTIGATION: THIS COMPLAINT WAS TAKEN DURING TEET RECALL AS A SERVICE RELATED CONCERN AND FORWARDED DIRECTLY

TO THE PHARMACIST AND MEDICAL DIRECTOR FOR TIMELY AE DATA CAPTURE AND EVALUATION.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05/24/13
ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY: EDYTA FRACKIEWICZ
SECTIONHE: CORRECTIVE ACTION:

05/28/13: PREPARED REFUND REQUEST TOTALING § 6.22. 06/12/13;: MAILED REFUND CHECK # 509377 TOTALING $ 6.22 ON ARTICLE # 700818300004

86289853
(b) (6)
CORRECTIVE ACTION(S) COMPLETED BY: DATE: _ 05/28/13 & 06/12/13
CTI ] PORT. AE# _ RAE052413EF001
ADVERSE EVENT SERIOUS: @I N D ss
ADVERSE EVENT REPORTED ON: 05/24/13 BY: EDYTA FRACKIEWICZ
SEP-0-92013
SECTION V: AA-/ J
REVIEWED BY MANAGEMENT BY: W,\) p[( DATE: (’)8 "?,7'! 7
, AY ~ l ’
BY: N/A DATE:
QA /QC DIRECTOR
cc. QA/QC Production
Packaging Shipping / Receiving SEP oné #501



PLEASE TYPE OR USE BLACK INK

sMdLVLIGUalL LaSsSe sare

(e

4342328-02-00-01
FORM FDA 3500A (6/10)

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
(b) (6) of Event: 312

ATORY reporting

Page 1 ofzz CDER

. Sex

Months

or [] Female Ibs
Date
In confidence of Birth: Male

B. ADVERSE EVENT OR PRODUCT PROBLEM

1. [¥] Adverse Event

2. Outcomes Attributed to Adverse Event
(Check all that apply}

[[] peath:

E] Lifethreatening

[C] Product Problem (e.g., defects/maifunctions)

and/or

[[] Disability or Permanent Damage
Yy,
[] Congenital Anomaly/Birth Defect

D Hospitalization - initial or prolonged m Other Serious (Important Medical Events)
D Required Intervention to Prevent Permanent Impairment/Damage (Devices)
3. Date of Event (mm/dd/yyyy)
05/05/2013 -~ 05/10/2013

5. Describe Event or Problem

4. Date of This Report (mm/dd/yyyy)
05/29/2013

TOOK BABY TEETHING TABLETS 3 TIMES ON 05/5/13. MAY 5,
2013 CHILD STARTED SHAKING AT APPROXIMATELY 6:45 PM, WAS
ALERT AND SHOOK FOR 30 SECONDS. FROM 05/05 - 05/07 HAS
3 MORE SHAKING EPISODES. 05/10/13 MOTHER GAVE 2 BABY

TEETHING TABLETS AND 30 MINUTES LATER CHILD EAD SHAKING
EPISODE. DOCTORS DIAGNOSED SHAKING EPISODES AS
SEIZURES. NO EPISODES SINCE 05/10/13.

6. Relevant Tests/Laboratory Data, Including Dates

MEDICAL TESTS WERE NORMAL.

7. Other Relevant History, Including Preexisting Medical Conditions (e.g., aflergies,
race, pregnancy, Smo and al use, hepatic/renal dysfunction, etcg

»y user-facilities,

CaselD: 9342328

Form Approved: OMB No. 09 10-029 1, Expires 12/31/1°
Ses OMB statem ent on reverse

Mfr Report #
wtors and manufacturers it
UF/Importer Report #

FDA Use Only
C. SUSPECT PRODUCT(S)
1. Name (Give labeled strength & mfi/labeler)

#1 HYLAND'S BABY TEETHING TABLETS

#2
2. Dose, Frequency & Route Used 3. Therapy Dates (/f unknown, give duration)
from/to (or best estimate)
#1 2TABS 3 TIMES; 2 TABS PM #1
#2 #2
4. Diagnosis for Use (Indication) 5. Event Abated After Use
TEMP RELIEF TEETHING PAIN Stoppad or Dase Reduoed?
# ¥ .
#1 [7]Yes [ No [:]23;?"‘
#2 Doesn't
6 Lot# 7. Exp. Date #2 [Jves [INo []apny
#1112723 #1 8. Event Reappeared After
Reintroduction?
#2 #2 #1 [Jves [INo Em"'l
9. NDC# or Unique ID
Doesn't
54973-3127-1 #2 [Jves [Jno [ 000

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

D. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

3. Manufacturer Name, City and State

4. Model # Lot # 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dd/yyyy) D Lay User/Patient
Serial # Other # [] other:

6. If implanted, Give Date (mnvdd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

8. Is this a Single-use Device that was Reprocessed and Reused on a Patient?
[Jyes [INo

. If Yes to Item No. 8, Enter Name and Address of Reprocessor

©

10. Device Available for Evaluation? (Do not send to FDA)
[Jyes [JNo [] RetumnedtoManufacturer on:

(mmiddlyyyy]

11. Concomitant Medica! Products and Therapy Dates (Exclude treatment of event)

E. INITIAL REPORTER
1. Name and Address

(b) (6)

AUG 2 3 299

Submission of a report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event.

4. Initial ﬁopvou;t;rvuso Sent

2. Health Professional? |3. Occu
C]ves [N "Als 22 2 C ] ves Lo ] nk.




Individual Case Sa

fety Report

G7342328-02-00-02

-

. Check One
[ user Faciity: -~ [] importer

2. UFimporter Report Number

w

. User Facility or Importer Name/Address

1. Type of Reportable Event
[[] Death
[[] serious tnjury
[[] Maifunction

[[] other:

H. DEVICE MANUFACTURERS ONLY

CaselD: 9342328

2. If Follow-up, What Type?
[ carrection ™ 7 === I
[[] Additional Information
[[] Response to FDA Request
[] pevice Evaluation

3. Device Evaluated by Manufacturer?
[[] Not Retumed to Manufacturer

4. Device Manufacture Date
(mmiyyyy)

14. Manufacturer Name/Address

4. Contact Person 5. Phone Number [[]Yes []Evaluation Summary Attached
[:] No (Attach page to explain why not) or 5. Labeled for Single Use?
- ide code:
6. Date User Facility or 7. Type of Report 8. Date of This Report prov
Importer Became (mm/dd/yyyy) ] Yes [Ino
Aware of Event (mm/dd/yyyy) D Initial
6. Evaluation Codes (Refer (o coding manual)
[] Foliow-up #
9. Approximate 10. Event Problem Codes (Refer to coding manual) Method | I'I H H |
Age of Device
oo L H L H |
Pate | | l Recuts
Device
o |-| J-| | concusons | |- ]
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
[ Yes [] Hospital O g.uatg:gse:é Facilty [ Recall [ Notification [[] nitial Use of Device
‘mm/dd/)
[Ino ¢ ) (] Home [] Ambuiatary [] Repair [] Inspection (] Reuse
13. Report Sent to Manufacturer? [[] Nursing Home Surgical Facility [] Replace [T] Patient Monitoring D Unknown
E] Outpatient Trealment " P ; 9. If action reported to FDA under
[] Yes Facility [ Relaveling ] rd‘;‘t’gﬁe"g{" 21 USC 360i(f), list correction/
D No (mm/dd/yyyy) D Other: removal reporting number:
e [7] Other:

10. [T} Additional Manufacturer Narrative and /or 11.[[] Corrected Data
G. ALL MANUFACTURERS
1. Contact Office - Name/Address (and Manufacturing Site 2. Phone Number
for Devices)
310-768-0700
EDYTA FRACKIEWICZ 3. R Source
HYLAND'S, INC. (Check all that apply)
154 W. 131ST STREET [[] Foreign
LOS ANGELES, CA 90061 D Study
[] uiterature
Consumer
[[] Health Professional
4. Date Received by 5. (] User Facilly
Manufacturer (mm/dd/yyyy) (ANDA # O gompanywm
05/29/2013 opresentaive
IND # [[] Distributor
6. If IND, Give Protocol # Other:
STN# D )
7. T of R S
i 51
f&’:c« al thet apply) o
Combination
[]5day []30-day Product [ ves
[J7ay []Periodc Pro-1938 [ Yes
Ik
[] 1oday []inital OTC Product  [7] Yes
1 50y [WFollowun ¢ 1 SS
9. Manufacturer Report Numb. 8. Adverse Event Term(s) A
SEIZURES U
54973 AE # 1383 6232013
The public reporting burden for this collection of information has been estimated to average 66 Department of Health and Human Services OMB Statement:
minutes per response, including the time for reviewing instructions, searching existing data Food and Drug Administration "An agency may not conduct or sponsor,
sources, gathering andmaintaining the data needed, and completing and reviewing the Office of Chief Information Officer g‘%wmbé‘gm%mpﬁ?d
collection of information. Send comments regarding this burden estimate or any other aspectof 1350 Piccard Drive, Room 400 déplaysawnenﬂyvaﬁdOMBegn?}ol
this collection of information, including suggestions for reducing this burden to: Rockville, MD 20850 number.”

Please DO NOT RETURN this form to this address.

AUG 2 2 2013




al Case Safety Report CaselD: 9342328

T

s 03 butors, and manufacturers
9342328-02-00-03 DAY e
Page 3 of E

FORM FDA 3500A (6/10) (continued)

B.5. Describe Event or Problem (continued)

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)

Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C.10 and/or D. 11, please distinguish)

Other Remarks D SS
AUG 2 3 2019

AUG 2 2 2013




al Case Safety Report Caselééems m}d

A e 76

152 000Y S\ Y
9342328-02-00-04 Wﬁﬁg@; = A,

May 29, 2013

(b) (6)

) (6)
Dear

Pursuant to your phone call regarding our Hyland’s Baby Teething tablets, we regret that
you did not have a satisfactory experience with our product.

Pursuant to your request for a refund, we are issuing a check to you for your purchase
price of § 9.19. We appreciate your keeping us informed of your experience with our
medicines.

We appreciate every comment our customers take the time to communicate to us. We
hope this experience will not deter you from pursuing homeopathic treatment in the
future. Please contact us when we can be of continued service.

Sincerely.

e

Dan Krombach
President

Enc: Refund Check - $ 10.04

DSs
AUG 23 79,5

Standard Homeopathic Company - Setting the Standard in Homeopathy, Since 1903
210 West 131st Street « Box 61067 + Los Angeles, CA 90061 - (213) 321-4284 - fax (310) 516-8579-
P.O. Box 87 + Bryn Mawr, PA 19010 - (215) 520-0580 - fax (215) 520-0582
AUS 2 2 2013



ase Safety Report . _CaselD: 9342328
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6342328-02-00-08

COMPLAINT #: _ 2333

TAKEN BY: EDYTA FRACKIEWICZ DATE OF COMPLAINT: _05/23/13

PRODUCT: HYLAND'S BABY TEETHING TABLETS ITEM CODE: _ BTET---T135

SIZE: 135 TABLETS : LOTNO.: 112723

REPORTER: @

ADDRESS:

CITY: STATE: _(b) “w

COUNTRY: USA ZiP CODE:
(b) (4)

PHONE #:

E-MAIL:

ON MAY 5, 2013, GAVE 2 TABLETS OF BABY TEETHING TABLETS IN AM, NOON, AFTERNOON. CUSTOMER
NATURE OF COMPLAINT: CALLED ON 05/24/13. MAY 5, 2013 CHILD STARTED SHAKING AT APPROXIMATELY 6:45 PM. CHILD WAS ALERT,
SHOOK FOR 30 SECONDS. FROM 05/05 - 05/07 HAD 3 MORE EPISODES. TOOK HIM TO THE DOCTOR AND SAID HE LOOKED FINE, 05/10/13: SAW A
NEUROLOGIST WHO SAID CHILD WAS FINE. DID TEST MEASUREMENTS AND ALL WAS FINE. 05/10/13 PM MOTHER GAVE 2 TABLETS AND 30
MINUTES LATER CHILD HAD A SRAKING EPISODE. DOCTORS CALLED SHAKING EPISODES "SEIZURES". HAS NOT USED BABY TEETHING TABLETS
SINCE 05/10/13. NO SHAKING EPISODES / SEIZURES SINCE 05/10/13. WANTS A REFUND FOR ONE BOTTLE OF BABY TEETHING TABLETS (135
COUNT). TOLD HER TO DISCUSS CAUSES FOR SYMPTOMS WITH DOCTORS. NO FEVER ON MAY 5. NOT ILL ON MAY 5, CHILD WAS FULL-TERM
BABY. NO NEW FOODS.

FOR ADDITIONAL SPACE PLEASE USE REVERSE OR ATTACH A SEPARATE SHEET

N
PRODUCT RECEIVED FOR Y N PRODUCT BEING RETURNED FOR INSPECTION: Y
INSPECTION: (CIRCLE O (CIRCLE O

DATE REQUESTED PRODUCT BE RETURNED:

Y
UPS CALL TAG ISSUED: (CIRCLE O@)

DATE PRODUCT RECEIVED:

SECTION Ii: INVESTIGATION
INVESTIGATION: REVIEWED BATCH RECORD. MANUFACTURING AND PACKAGING WERE DONE ACCORDING TO ESTABLISHED PROCE-

DURES TO ENSURE PRODUCT QUALITY. INSPECTED RETAINED SAMPLE AND EVERYTHING LOOKS OK.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05/23/13
ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY: -_EDYTA FRACKIEWICZ
SECTION Il CORRECTIVE ACTION: .

05/29/13: PREPARED REFUND REQUEST TOTALING $ 10.04.

6)

CORRECTIVE ACTION(S) COMPLETED BY: e DATE: _ 05/20/13
SECTION IV: ADVERSE EVE RT AE# 1383 DS S
ADVERSE EVENT SERIOUS: @/ N AUG 23 20
ADVERSE EVENT REPORTED ON: 05/2313 BY: _ EDYTA FRACKIEWICZ 13
SECTION V:
REVIEWED BY MANAGEMENT BY: oate: OG-
BY: : DATE: 0'6'*04 ~/3

QA GC DIRECTOR

AUG 2 2 7n13

cc: QA/QC Production



Individual Case saiety keport

9342328-02-00-07

CaselD: 9342328

SERIQOUS ADVERSE EVENT DATA FORM

AE #: 1383 COMPLAINT #: 2333
SECTION I: PATIENT INFORMATION (/F DIFFERENT FROM REPORTER ON FORM VD1)
(b) (6)
NAME:
ADDRESS:

(b) (6)
cITY: ] STATE:
COUNTRY: USA ZiP CODE:

~(b) (6)
PHONE #:
E-MAIL:
SECTION II: PACKAGING INFORMATION:

AFFIX PACKAGING LABEL HERE

NOMEOPATHIC

Teething Tab,ets '

T:0mTM fara & Seves

'-h.a.umw A0 T
WIS DR A AR FTATATA ivanr
SOHPUL SR e [ i ¢
DUMIOICN K OUZS L 44778
LR St 3]

Loatey

b

SECTION liI: CORRECTIVE ACTION:

A w1
e

AFFIX COPY OF OUTER CARTON HERE
(INCLUDE DRUG FACTS AND PRINCIPAL DISPLAY
PANELS)

CORRECTIVE ACTION(S) COMPLETED BY: DATE:

SECTION IV:

REVIEWED BY MANAGEMENT BY: DATE: N
BY: DATE

QA /QC DIRECTOR



9342328-02-00-08

COMPLAINT #: 2333

TAKEN BY: EDYTA FRACKIEWICZ DATE OF COMPLAINT: _ 05/23/13

PRODUCT: HYLAND'S BABY TEETHING TABLETS ITEM CODE: _ BTET--~-T135

SIZE: 135 TABLETS LOTNO.: 112723
(b) (6)

REPORTER:

ADDRESS:

(b) (6)
CITY: -

COUNTRY: USA ZIP CODE:
(b) (6)

PHONE #:

E-MAIL:

ON MAY 5, 2013, GAVE 2 TABLETS OF BABY TEETHING TABLETS IN AM, NOON, AFTERNOON. CUSTOMER
NATURE OF COMPLAINT: CALLED ON 05/24/13. MAY 5, 2013 CHILD STARTED SHAKING AT APPROXIMATELY 6:45 PM. CHILD WAS ALERT,
SHOOK FOR 30 SECONDS. FROM 05/05 — 05/07 HAD 3 MORE EPISODES. TOOK HIM TO THE DOCTOR AND SAID HE LOOKED FINE. 05/10/13: SAW A
NEUROLOGIST WHO SAID CHILD WAS FINE. DID TEST MEASUREMENTS AND ALL WAS FINE. 05/10/13 PM MOTHER GAVE 2 TABLETS AND 30
MINUTES LATER CHILD HAD A SHAKING EPISODE. DOCTORS CALLED SHAKING EPISODES “SEIZURES". HAS NOT USED BABY TEETHING TABLETS
SINCE 05/10/13. NO SHAKING EPISODES / SEIZURES SINCE 05/10/13. WANTS A REFUND FOR ONE BOTTLE OF BABY TEETHING TABLETS (135
COUNT). TOLD HER TO DISCUSS CAUSES FOR SYMPTOMS WITH DOCTORS. NO FEVER ON MAY 5. NOT ILL ON MAY 5, CHILD WAS FULL-TERM
BABY. NO NEW FOODS.

FOR ADDITIONAL SPACE PLEASE USE REVERSE ORATTACH A SEPARATE SHEET

PRODUCT RECEIVED FOR Y PRODUCT BEING RETURNED FOR INSPECTION: Y
INSPECTION: (CIRCLE O (CIRCLE O

DATE REQUESTED PRODUCT BE RETURNED:

Y
UPS CALL TAG ISSUED: (CIRCLE 0@

¥

Ty, 3 oo R g

PNy ow

AUG 2 2 2013

DATE PRODUCT RECEIVED:
ECTION Ii: INVESTIGATION C D F?
INVESTIGATION: REVIEWED BATCH RECORD. MANUFACTURING AND PACKAGING WERE DONE ACCORDING TO ESTABLISHED PROCE-

DURES TO ENSURE PRODUCT QUALITY. INSPECTED RETAINED SAMPLE AND EVERYTHING LOOKS OK.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05/23/13
ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY: EDYTA FRACKIEWICZ
SECTION l: CORRECTIVE ACTION:

05/29/13: PREPARED REFUND REQUEST TOTALING $ 10.04. 06/12/13; MAILED REFUND CHECK # 509378 TOTALING $ 10.04 ON ARTICLE # 70081830

00486289846.

CORRECTIVE ACTION(S) COMPLETED BY: _(b) L DATE: _ 05/29/13 & 06/12/13
SECTION IV: ADV NT REPOR AE# _ 1383

ADVERSE EVENT SERIOUS: @/ N D S s

ADVERSE EVENT REPORTED ON: 05/23/13 BY: EDYTA FRACKIEWICZ
F, 32013

SECTION V:
REVIEWED BY MANAGEMENT BY: %l' s a sJ DATE: - =~ 9
BY: QE:PMQ’ i — pate. _0¥— 05 —

QA /QC BIRECTOR 13

co: QA/QC Production AUG 22 zu”vm

Packaging Shipping / Receiving
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ase Safety Report
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I

FORM FDA 3500A (6/10)

A. PATIENT INFORMATION

1. Patient Identifier |2. Age at Time
(b) (6) of Event:

Sex

L;l Female
Male

or

Date
In confidence of Birth:

B. ADVERSE EVENT OR PRODUCT PROBLEM

1 Adverse Event (7] Product Problem (e.g., defects/malfunctions)
2. Qutcomes Attributed to Adverse Event
(Check all that apply)

[] Death:
(mnVad’yyyy)
Life-threatening

and/or

|_] Disability or Permanent Damage

[T] congenital Anomaly/Birth Defect
D Hospitalization - initial or prolonged @ Other Serious (Important Medicat Events)

D Required Intervention to Prevent Permanent Impairment/Damage [Devices)

3. Date of Event (mm/dd/yyyy)
01

4. Date of This Report (mm/dd/yyyy!

5/23.720113

2012 05/23

5. Describe Event or Problem

GAVE 1 TARLET 1}
SEIZURE INJANUARY
l%hll HAD AN EE(

1/2 YERRS
2012.
AND MRI;
HAD A ¢ PLE THAT
D BUT SOME WERE NOT.
K 4 MONTHS. CHILD WOULD SHAK
AND NOT BREATHE WHILE SEIZING.

AGO WHEN
HAD SEV
ALl

THEY T

NOT DU TO

6. Relevant Tests/Laboratory Data, Including Dates

EEG AND MRI. RESULTS WERE NORMAL.

7. Other Relevant History, Including Preexisting Medical Conditions (9 g., allergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

MOTHER HAS HISTORY OF SEIZURES DUE TO HEAD TRAUMA.
BROTHER HAS HISTORY OF FEBRILE CONVULSIONS.
CHILD HAS NO HEAD TRAUMA. NOT PREMATURE.
MEDICATIONS FOR SEIZURES.

NO

I o=

user-facilities,
tors and manufacturers

TORY reporting

Page 1 of){___?/

CaselD: 9342345

Form Approved OMB No. 09 10-029 1, Expires 12/31/11

See OMB statement on reverse.
Mfr Repony

UFmporter Report #

FDA Use Only

C.SUSPECT PRODU

#2

3. Therapy Dates (If unknown, gfve duration)

2. Dose, Frequency & Route Used
from/to {(or best estimate)

#11 TABLET AS NEEDED #1
#2 #2
4. Diagnosis for Use (Indication) 5. Event Abated After Use
RELIEVE TESTHING BATN Stopped or Dose Reduced?
#1 RELIEV B G PRIN \
#1 [Jves [/]No []Doesnt
w0 - Apply
) Doesn't
6. Lot # 7. Exp. Date #2 [Jves [Ne ] Apply
#1113207 #1 & Event Reappeared After
Reintroduction?
#2 #2 # [Jyes [no [ Ep":;""
9. NDC# or Unique ID Socarmi
54973-31271-5 #2 [Jyes [[INo [Jpagny

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

D. SUSPECT MEDICAL DEVICE

1. Brand Name

2. Common Device Name

«

Manufacturer Name, City and State

4. Model # Lot# 5. Operator of Device
[[] Health Professional
Catalog # Expiration Date (mm/dd/)
9 P ( ) [] Lay User/Patient
Serial# Other # [] other:
6. If Iimplanted, Give Date (mnvdd/yyyy) 7. if Explanted, Give Date (mm/dd/yyyy)

o

. Is this a Single-use Device that was Reprocessed and Reused on a Patient?

[[JYes [JnNo

9. If Yes to Item No. 8, Enter Name and Address of Reprocessor

10. Device Available for Evaluation? (Do not send to FDA)
[Jyes [dNo  [] Returned toManufacturer on:
(mm/ddiyyyy)

11. Concomitant Medical Products and Therapy Dates (Exclude freatment of event)

E. INITIAL REPORTER
1. Name and Address

(D) (6)

Submission of a report does not constitute an admission that medical
personnel, user facility, importer, distributor, manufacturer or product
caused or contributed to the event.

2. Health Professional? |3. Occupation 4. lﬁﬂa_fﬁoportsr Also Sent
Report to F
[ Yes [ No DYesDNo [@] Unk.

ATG 22 2013



ual Case Safety Report

(AT

9342345-02-00-02

. Check One

-

PORTER (Devices Only)
2. UFimporter Report Number

Page 2 of _)(_q/

H. DEVICE MANUFACTURERS ONLY

1. Type of Reportable Event

CaselD: 9342345

2. if Follow-up, What Type?

14. Manufacturer Name/Address

[ ] User Faciity [] importer 7] Death {7] Correction
3. User Facility or Importer Name/Address [] serious Injury [] Adaitional Informaton
[] Mattunction "] Response to FDA Request
[T]oher: [T] Device Evaluation
3. Device Evaluated by Manufacturer? 4. Device Manufacture Date
{mm/yyyy)
[] Not Retumed to Manufacturer
4. Contact Person 5. Phone Number [[JYes [[]Evaluation Summary Attached
D (Aftachc{)age 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 co D Y N
importer Became (mnvdd/yyyy) es [ne
Aware of Event (mm/dd/yyyy) [ nitial
6. Evaluation Codes (Refer to coding manual)
[] Fottow-up # .
9. Approximate 10. Event Problem Codes (Refer to coding manual) Method { i' | l ]'I I
Age of Device
Sl L H I L 5 |
Code ] J - | —l | | Resulls
Device _ - I_
Code - Conclusions
11. Report Sent to FDA? 12. Location Where Event Occurred 7. If Remedial Action Initiated, Check Type 8. Usage of Device
[] Yes [] Hospital O ggg:gsﬂct Fachty [] Recall [] Notiication {] Initial Use of Device
mm/dad/
[ No ( yryy) [[] Home Ambulatory (] Repair ] nspection [ Reuse
13. Report Sent to Manufacturer? [[] Nursing Home Surgical Facility [[] Replace [] Patient Manitoring [] unknown
[] Qutpatient Treatment 9. If action reported to FDA under
[ ves Facility [ Retabeting ] Modiication/ 21 USC 360i(f), list correction/
Adjustment : .
{mm/dd/yyyy) removal reporting number:
[N ] other: Other:
(Specily) D ’

10. [ ] Additional Manufacturer Narrative and / or 11. [[] Corrected Data
G. ALL MANUFACTURERS
1. govgaest Office - Name/Address (and Manufacturing Site 2. Phone Number
r Devic
o 310-768-0700
EDYTA FRACKIEWICZ 3. Ré?orl: S?t;;'ce
HYLAND'S, INC. (Check alt that apply)
154 W. 1315T STREET [] Foreign
LOS ANGELES, CA 90061 [ study
[] titerature
Consumer
D Health Professional
3. Date Received by 5. [ User Faciity
Manufacturer (mm/dd/yyyy) (ANDA # [:I gompany‘ "
05/22/2013 epresentafive
IND # [] Distributor
6. If IND, Give Protocol #
STN# L] Other:
7T f R P
. 0 510(k) #
(Ehock ail het appiy) .
om on
[]5day []30-day Product [ ves
[J7day []Periodic Pre-1938 [ Yes
Initial
[ 10<ay [J OTC Product  [7] Yes Ds
m 15-day [¢] Follow-up# _1
9. Manufacturer Report Number |8, Adverse Event Term(s) A
SEIZURES UG 2 32013
54973 AE # 1378
The public reporting burden for this collection of inf ion has been esti d to average 66 Department of Health and Human Services OMB Statement:
minutes per response, including the time for reviewing instructions, searching existing data Food and Drug Administration "An agency may not conduct or sponsor,
sources, gathering and maintaining the data needed, and completing and reviewing the Office of Chief Information Officer g‘d aperson is n%frequnred to rlespond
coflection of information. Send comments .8 on of Information unless

this burden estimate or any other aspect of

regarding
this collection of information, including suggesllons for reducing this burden to:

1350 Piccard Drive, Room 400
Rockville, MD 20850

dsplgg{s a currently valid OMB control

Please DO NOT RETURN this form to this address.

AUG 2 2 2p13




In. al

T

U

NTINUATION PAGE)
934 2345-0 2-00-03 se by user-facilities,
. —, —-ributors, and manufacturers
wviCcUVWAICH for MANDATORY rq?ing
FORM FDA 3500A (6/10) (continued) Page 3 of

B.5. Describe Event or Problem (continued)

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/enal dysfunction, etc.) (continued)

Concomitant Medical Products and Therapy Dates (Exclude treatment of event) (For continuation of C. 10 and/or D.1 1, please distinguish)

Other Remarks DS?‘

AUG 2 3 2913

AUG 2 2 2013
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G342345-02-00-04 COMPLAINT #: 2327 q}W

TAKEN BY: EDYTA FRACKIEWICZ DATE OF COMPLAINT: _ 05/22/13

PRODUCT: HYLAND'S BABY TEETHING TABLETS ITEM CODE. _ BTET---T135

SIZE: 135 TABLETS LOTNO.: 113207

REPORTER: _®®)

ADDRESS:

(b) (6)
CITY: STATE:

COUNTRY: USA . ZIP CODE:
(b) (6)

PHONE #:

E-MAIL:

GAVE 1 TABLET 1 % YEARS AGO WHEN NEEDED. HAD A SEIZURE iN JANUARY 2012. HAD SEVERAL SEIZURES
NATURE OF COMPLAINT: SINCE THEN. HAD AN EEG, MRI. ALL ARE NORMAL. NOT DUE TO FEVERS. HAD A COUPLE THAT THEY
THOUGHT WERE FEVER INDUCED BUT SOME WERE NOT. CHILD HAS NOT HAD A SEIZURE IN 3 - 4 MONTHS. CHILD WOULD SHAKE UNCONSCIOUS,
AND NOT BREATHE WHILE SEIZING. SEND A REFUND FOR 1 BOTTLE. MOTHER HAS SEIZURES DUE TO HEAD TRAUMA. NO MEDICATIONS FOR

SEIZURES. NOT PREMATURE. CHILD HAS NO HISTORY OF HEAD TRAUMA. BROTHER HAS HISTORY OF FEBRILE CONVULSIONS

FOR ADDITIONAL SPACE PLEASE USE REVERSE OR ATTACH A SEPARATE SHEET

PRODUCT RECEIVED FOR Y PRODUCT BEING RETURNED FOR INSPECTION: Y @
INSPECTION: (CIRCLE O (CIRCLE O

DATE REQUESTED PRODUCT BE RETURNED:

Y N
UPS CALL TAG ISSUED: {CIRCLE O@

DATE PRODUCT RECEIVED:

SECTION Ii: INVESTIGATION
INVESTIGATION: REVIEWED BATCH RECORD. MANUFACTURING AND PACKAGING WERE DONE ACCORDING TO ESTABLISHED PROCE-

DURES TO ENSURE PRODUCT QUALITY. INSPECTED RETAINED SAMPLE AND EVERYTHING LOOKS OK.

ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION ON: 05/22/13
ADVERSE EVENT FORWARDED TO PHARMACIST / NURSE FOR EVALUATION BY: EDYTA FRACKIEWICZ
SECTION Il CORRECTIVE ACTION:

05/23/13: PREPARED REFUND REQUEST TOTALING $ 10.04.

CORRECTIVE ACTION(S) COMPLETED BY: E DATE: _ 05/23/13

SECTION IV; ADVERSE EVENT REPORTS AE# 1378

ADVERSE EVENT SERIOUS: @/ N

ADVERSE EVENT REPORTED ON: 05122113 BY: _ EDYTAFRACKIEWICZ

SECTION V: c ss

REVIEWED BY MANAGEMENT BY: oate: _ (lp-04~13 AUG 23 2013
o ' ) oare: (b~ 04 /3

/QC DIREC

cc: QA/QC Production -
Packaging Shipping / Receiving . Form # VD1

AUG 2 2 2913



CaselD: 9342345

&

Individual Case Safety Report

9342345-02-00-05

E EVENT DATA FORM

AE #: 1378 COMPLAINT #: 2327
SECTION I: PATIENT INFORMATION (/F DIFFERENT FROM REPORTER ON FORM VD1)

§ b) (6]

NAME: _