
________________________________________________________________________________________________________________________________ 

________________________________________________________________________________________________________________________________ 

 
 

FDA Adverse Event Reporting System (FAERS)
 

FOIA Case Report Information
 

Disclaimers: 

Submission of a safety report does not constitute an admission that medical personnel, user facility, importer, distributor, manufacturer or product 
caused or contributed to the event. The information in these reports has not been scientifically or otherwise verified as to a cause and effect 
relationship and cannot be used to estimate the incidence of these events. 

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

The FOIA case report information may include both Electronic Submissions (Esubs) and Report Images (Non-Esubs). Case ID(s) will be displayed 
under separate cover pages for the different submission types. 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8238934 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 09-Nov-2011 Outcomes: OT Application Type: 

FDA Rcvd Date: 10-Nov-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-7906069 Application #: 

Patient Information: 

Age: 273 DAY Sex: Male Weight: 8.62 KG 

BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT

Suspect Products: 

Product Name 

BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT 

Product Name 

1 

1 

# 

# 

MG/ 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

DeC 

Compounded
 Drug ? 

Oral 

Route 

ReC 

NA 

2 tablets every 3-4-hours po 

Lot# Exp Date 

112867 

Dosage Text 

TEETHING 09-Nov-2011 

MFR/Labeler 

54973-3127- HYLAND 
1 

NDC # 

Indications(s) Start Date 

09-Nov-2011 

End Date 

Agitation 

Irritability 

Rash erythematous 

Rash papular 

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

NA 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8238934 

Preferred Term ( MedDRA Â® Version: 18.0 ReC 

Event/Problem Narrative: 
Hylands Teething Tablets Child took Hylands Teething Tablets, 2 tablets every 3 - 4 hours for one day. Child 
developed a red bumpy raised rash covering entire back from neck to waist, spreading to his sides and shoulders. 
Child became irritable and agitated as well. Child had no change in diet, laundry detergent, new clothing or any 
other circumstances preceding this incident. WILSONJ: |*********| 2011-11-10-08.48.14 |*********| 
USFDAMWVOLUNTARY_195958_9423_20111110.xml Route To: AERS : Electronic 

Relevant Medical History: 
No preexisting medical conditions. Child was teething. Child is caucasion. No other mitigating factors. 

Disease/Surgical Procedure Start Date End Date Continuing? 

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

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

Relevant Laboratory Data: 

Concomitant Products: 

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

FOIA Case Report Information
 

Case ID: 8238934 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 8291771 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

eSub: Y HP:N Country: USA Event Date: 27-Jul-2007 Outcomes: DS,HO,OT Application Type: ANDA 

FDA Rcvd Date: 30-Nov-2011 21-Nov-2011Mfr Rcvd Date: Mfr Control #:US-ABBOTT-11P-163-0876437-00 Application #: 088058 

Patient Information: 

Age: 33 YR Sex: Male Weight: 136.2 KG 

Suspect Products: 

Product Name# 
Compounded

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

1 VICODIN BACK PAIN 

2 

3 

4 

5 

6 

7 

8 

9 

HYDROCHLOROTHIAZID 
E 
HYLANDS TEETHING 
TABLETS 
HYLANDS TEETHING 
TABLETS 
HYLANDS TEETHING 
TABLETS 
HYLANDS TEETHING 
TABLETS 
HYLANDS TEETHING 
TABLETS 
HYLANDS TEETHING 
TABLETS 
LISINOPRIL 

HYPERTENSION 

SUPPLEMENTATION 
THERAPY 

HYPERTENSION 

22-Aug-2003 

Apr-2009 

2007 

2007 

Feb-2009 

2007 

Nov-2007 

10-Jun-2008 

10-Jun-2008 

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

1 VICODIN NA NA 

2 

3 

4 

HYDROCHLOROTHIAZID 
E 
HYLANDS TEETHING 
TABLETS 
HYLANDS TEETHING 
TABLETS 

4 Year NA 

NA 

NA 

NA 

NA 

NA 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

Product Name 
Compounded

 Drug ? 
Dose/ 
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 

5 HYLANDS TEETHING NA NA 
TABLETS 

6 HYLANDS TEETHING NA NA 
TABLETS 

7 HYLANDS TEETHING NA NA 
TABLETS 

8 HYLANDS TEETHING NA NA 
TABLETS 

9 LISINOPRIL NA NA 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 


Activities of daily living impaired 

Adverse drug reaction 

Alanine aminotransferase increased 

Anxiety 

Arthralgia 

Aspartate aminotransferase increased 

Back pain 

Blood cholesterol increased 

Blood glucose increased 

Blood triglycerides increased 

Cellulitis 

Chest pain 

Diabetes mellitus 

Dizziness 

Dyspnoea 

Emotional disorder 

17.0 ) ReC 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

Preferred Term ( MedDRA Â® Version: 

Emotional distress 

Fall 

Fatigue 

Fear 

Glucose urine present 

Glycosylated haemoglobin increased 

Head injury 

Hypoaesthesia 

Injury 

Joint injury 

Ligament sprain 

Low density lipoprotein increased 

Memory impairment 

Nausea 

Nervousness 

Osteoarthritis 

Pain 

Pain in extremity 

Productive cough 

Rash 

Rash pustular 

Sleep apnoea syndrome 

Snoring 

Spinal compression fracture 

Stab wound 

Thyroid neoplasm 

Upper respiratory tract infection 

18.0 ReC 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

Urinary tract infection NA 

Vision blurred NA 

Wrist fracture NA 

Event/Problem Narrative: 
Spontaneous report from the USA of LIGHTHEADED, NAVICULAR BONE FRACTURE, CHEST PAIN, 
COMPRESSION FRACTURE DEFORMITY OF T12, DEGENERATIVE JOINT DISEASE, STABBED IN THE 
ABDOMEN, PHYSICAL PAIN/DISCOMFORT AND SUFFERING, EMOTIONAL PAIN AND SUFFERING, 
EMOTIONAL INJURY, SUSTAINED SEVERE AND PERMANENT PHYSICAL INJURIES, FRIGHT, 
NERVOUSNESS and ANXIETY/WORRY/APPREHENSION and non-serious NAUSEOUS, THYROID NODULE, 
URINARY TRACT INFECTION, FALL, WRIST INJURY, PAIN, CHEST PAIN, OBSTRUCTIVE SLEEP APNEA, 
SNORING, BACK PAIN, CELLULITIS OF RIGHT FOOT, RASH ON LEGS, FOOT AND ELBOWS, DRUG 
REACTION, BLOOD GLUCOSE 234, AST 56, ALT 135, A1C 8.2, CHOLESTEROL 245, LDL 52, FELL DOWN 
THE STAIRS, RIGHT HAND PAIN, LEFT GREAT TOE PAIN, BACK PAIN WORSENED, PUSTULAR ERUPTION 
ON FOOT, AIR PURIFIER DROPPED ON HEAD, BLURRED VISION, FORGETFULNESS, RASH, COUGH WITH 
SPUTUM, DIFFICULTY TAKING A DEEP BREATH, GENERALIZED ACHES TO ANKLES AND KNEES, 
FATIGUE, GLUCOSE 231, AST 63, ALT 99, A1C 8.7, TRIGLYCERIDES 250, URINE GLUCOSE 1000, DIABETES 
MELLITUS WORSENED, LEG PAIN, NUMBNESS, UPPER RESPIRATORY INFECTION, FALLING, SPRAINED 
ANKLE, BACK PAIN THAT INTERFERED WITH NORMAL DAILY FUNCTIONS, TRIGLYCERIDES 288, 
CHOLESTEROL 238, GLUCOSE 165 and ALT 105 with VICODIN (HYDROCODONE/ACETAMINOPHEN). On 
unknown dates, the patient experienced PHYSICAL PAIN/DISCOMFORT AND SUFFERING, EMOTIONAL PAIN 
AND SUFFERING, EMOTIONAL INJURY, SUSTAINED SEVERE AND PERMANENT PHYSICAL INJURIES, 
FRIGHT, NERVOUSNESS and ANXIETY/WORRY/APPREHENSION. On 27 Jul 2007, the patient experienced 
LIGHTHEADED and NAUSEOUS. On 27-JUL-2007, the patient became light beaded and nauseous after taking 
Vicodin. The lightheadedness and nausea resolved the same day, and Vicodin use continued. On 27 Jul 2007, the 
LIGHTHEADED and NAUSEOUS resolved. On 09 Aug 2007, the patient experienced THYROID NODULE. On 
09-AUG- 2007, magnetic resonance imaging (MRI) revealed a thyroid nodule. Thyroid-stimulating hormone {TSH) 
was within normal limits (WNL), andit was Ultimately determined that that thyroid nodule was of no consequence. 
On 02 Oct 2007, the patient experienced URINARY TRACT INFECTION. On 11 Oct 2007, the patient experienced 
FALL, WRIST INJURY, PAIN and NAVICULAR BONE FRACTURE. On 11-OCT-2007, the patient fell, injured his 
wrist, and was in pain. An x-ray revealed a possible subtle fracture along the neck of the navicular bone, and the 
wrist was splinted. The information regarding resolution and other treatment could not be deciphered. On 26 Nov 
2007, the patient experienced TRIGLYCERIDES 288, CHOLESTEROL 238, GLUCOSE 165 and ALT 105. On 26
NOV-2007, lab work was repeated and revealed TSH WNL, triglycerides 288 (30-200), cholesterol 238 (less than 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

200), glucose 165 (65-115), AST 45 (13-40}, and ALT 105 (10-50). On 09-JAN-2008, his A1C was 6,2 (4.8-6.0). On 
14-JAN-2008, the patient's medical records note controlled diabetes mellitus. On 12 Mar 2008, the patient 
experienced CHEST PAIN. On 12-Mar-2008, the patient experienced chest pain. Troponins, cardiac markers, 
electrocardiogram (EKG) and a chest x-ray were within normal limits. He was treated with Aspirin (acetylsalicylic 
acid) 325 mg. On 02 Jun 2008, the patient experienced OBSTRUCTIVE SLEEP APNEA, SNORING and BACK 
PAIN. Medical records from 02-JUN-2003 note sleep apnea, snoring, and continued back pain from previous falls. 
He was advised to schedule a sleep study to further evaluate the sleep apnea, but the consumer refused. On 03 
Jun 2008, the patient experienced CELLULITIS OF RIGHT FOOT. On 03-JUN-2008, he was diagnosed with 
cellulitis of the right foot and treated with Augmentin (amoxicillin and clavulanate). On 10 Jun 2008, the patient 
experienced RASH ON LEGS, FOOT AND ELBOWS and DRUG REACTION. On 10-JUN-2008, the patient was 
re-evaluated as a rash had spread to his legs, fact, and elbows. He was diagnosed with a drug reaction, and 
treatment with lisinopril and HCTZ were discontinued. He was started on Norvasc (amlodipine besylate)and treated 

(b) (6)

(b) (6)

with clobetasol and another undecipherable medication. 
(b) (6)

On the patient experienced CHEST PAIN 
and BLOOD GLUCOSE 234. On he was hospitalized for chest pains. He requested discharge on 

prior to seeing a cardiologist as he felt his questions were not being answered. His blood glucose 
during hospitalization was 234. On 20 Oct 2008, the patient experienced AST 56, ALT 135, A1C 8.2, 
CHOLESTEROL 245 and LDL 52. On 20-OCT-2008, an EKG was within normal limits and blood work revealed 
glucose 151 (65-118), AST 56 (13-40), ALT 135 (10-50), A1C 8.2 (4.8-6.0), cholesterol 245 (less than 200), 
triglycerides 201 (30-200), low density lipoprotein (LDL) 152 (less than 100), Metformin and another undecipherable 
mediation were started. On 27 Jan 2009, the patient experienced FELL DOWN THE STAIRS, RIGHT HAND 
PAIN, LEFT GREAT TOE PAIN, BACK PAIN and COMPRESSION FRACTURE DEFORMITY OF T12. On 27
JAN-2009, the patient fell down the stairs and experienced right hand, left great toe, and back pain. X-rays revealed 
no fractures of the toe or hand. Thoracic spine x-ray revealed a mild compression fracture deformity of T12. On 28 
Jan 2009, the patient experienced DEGENERATIVE JOINT DISEASE. Computed tomography (CT) scan of the 
thoracic spine performed on 28-JAN-2009 showed mild degenerative joint disease (DJD) of T9-T10, T10-T11, and 
a compression fracture deformity of T12 which appeared chronic in nature. No acute findings were noted. The 
patient was treated with Vicodin, Flexeril, and Motrin (ibuprofen) and was off of work. He was switched to Tramadol 
in FEB-2009 and was 30% improved by MAR-2009. He started physical therapy {PT) on 30-MAR-2009. On 20 Apr 
2009, the patient experienced BACK PAIN WORSENED and PUSTULAR ERUPTION ON FOOT. On 20-APR
2009, he returned to work and his back pain worsened. Flexeril was restarted as was Lodine (etodolac). He also 
developed a pustular eruption on his foot that was treated with Bactrim (sulfamethoxazole and trimethoprim) DS for 

(b) (6)7 days. In the patient experienced STABBED IN THE ABDOMEN, AIR PURIFIER DROPPED ON 
HEAD, PAIN, BLURRED VISION, FORGETFULNESS, RASH, COUGH WITH SPUTUM, DIFFICULTY TAKING A 
DEEP BREATH, GENERALIZED ACHES TO ANKLES AND KNEES and FATIGUE. Medical records from (b) (6)

show that the patient was stabbed in the abdomen and had an air purifier dropped on his head. He was 
experiencing pain, blurred vision, forgetfulness, rash, a cough with sputum, difficulty taking a deep breath, 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

generalized aches to the ankles and knees, and fatigue. Tetanus and diphtheria toxoids were administered. A CT 
scan of the head was negative. On 13 Jul 2009, the patient experienced GLUCOSE 231, AST 63, ALT 99, A1C 
8.7 and TRIGLYCERIDES 250. On 13-JUL-2009, blood work revealed glucose 231 (65-115), AST 63 (13-40), ALT 
99 (10-50}, A1C 8.7 (4.8-6.0), triglycerides 250 (30-200), and high-density lipoprotein (HDL) 28 (greater than 40). 
On 16 Jul 2009, the patient experienced URINE GLUCOSE 1000. On 16-JUL-2009, urinalysis revealed glucose 
1000 and ketones 5 (negative). Treatment with Bactrim, Loctine, and Flexeril were discontinued and the patient was 
started on started simvastatin 20 mg, metformin 500 mg, Lantus Solostar (insulin glargine (rDNA origin)) 15 units 
Subcutaneously (SQ) at night, and he got a glucometer to check his glucose at home. On 27 Jul 2009, the patient 
experienced DIABETES MELLITUS WORSENED. On 27-JUL-2009, the patient's diabetes worsened. Aspirin 81 
mg daily and glucagon for acute hypoglycemic events were added to his diet, exercise and weight loss were 
stressed. On 25-AUG-2009, Metformin was discontinued and Janumet (metformin and sitagliptin) was added. On 
17 Sep 2009, the patient experienced LEG PAIN and NUMBNESS. On 17-SEP-2009, he had a sleep study that 
confirmed obstructive sleep apnea. On 23 Sep 2009, the patient experienced BACK PAIN. On 23-SEP-2009, the 
patient was evaluated for continued back pain and leg painand numbness. A thoracic spine x-ray showed that his 
spine was stable, and an MRI revealed that the chronic compression fracture was unchanged. On 30 Oct 2009, 
the patient experienced UPPER RESPIRATORY INFECTION. On 30-OCT-2009, the patient was diagnosed with a 
URI and treated with Tamiflu (oseltamivir phosphate) and Zofran (ondansetron). On 01 Nov 2009, the patient 
experienced FALLING and SPRAINED ANKLE. On 01-NOV-2009, he was evaluated after falling while drunk and 
spraining his ankle. An x-ray of his ankle showed no fracture. He was placed in an air cast, given crutches, and 
treated with Etodolac. By 10-NOV-2009, his ankle was 98% improved. On 04 Jan 2010, the patient experienced 
BACK PAIN THAT INTERFERED WITH NORMAL DAILY FUNCTIONS. On 04-JAN-2010, he was evaluated for 
continued back pain that interfered with his normal daily functions and working. He reported drinking 3-4 beers daily 
to help with the pain. He restarted PT on 06-JAN-2010. On 21-JAN-2010, he reported feeling better overall and that 
PT was going well. It was also reported that as a result of events due to product use, the patient experienced 
physical pain/discomfort and suffering, emotional pain and suffering, emotional injury, sustained severe and 
permanent physical injuries, and experienced fright, nervousness, and anxiety/worry/apprehension. It was alleged 
that the products were unreasonably dangerous and defective. Except where noted, the outcome and current status 
of the events were not reported. It is not noted when or if product use was discontinued in response to any of the 
reported events. It was also reported that HYDROXYCUT products were negligently manufactured, contained 
manufacturing defects, were not effective and were not made in accordance with product specifications or 
performance standards. HYDROCHLOROTHIAZIDE, LISINOPRIL (LISINOPRIL DIHYDRATE) and 
HYDROXYCUT were also considered suspect. The patient was treated with AUGMENTIN, NORVASC, 
CLOBETASOL, METFORMIN, FLEXERIL, MOTRIN, TRAMADOL, LODINE, BACTRIM, TETANUS TOXOID, 
DIPHTHERIA TOXOID, SIMVASTATIN, LANTUS SOLOSTAR, JANUMET, TAMIFLU, ZOFRAN and ETODOLAC. 

********************************************* Laboratory information/comments 11 Oct 2007: Wrist X-ray: Possible 
subtle fracture along the neck of the navicular bone. 12-Mar-2008: Cardiac Markers: WNL 12-Mar-2008: 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

Troponins: WNL 27 Jan 2009: Toe and wrist x-ray: WNL 27 Jan 2009: Thoracic spine X-ray: Mild compression 
fracture deformity of T12 28 Jan 2009: CT thoracic spine: Mild DJD T9-T10, T10-T11, compression fracture 
deformity of T12 which appears chronic in nature, no acute findings. 23 Sep 2009: Thoracic spine: Stable 23 Sep 
2009: MRI Thoracic spine: Chronic compression fracture unchanged. 01 Nov 2009: Ankle x-ray: No fracture. 

Relevant Medical History: 
On 04-JAN-2007, after starting the product, the patient experienced recurrent plantar fasciitis and foot pain which was treated with an injection of lidocaine, Marcaine and 
Celestone Soluspan (betamethasone injectable suspension). On an unspecified date in FEB-2007, the patient fell and injured his back. He was diagnosed with thoracolumbar 
Strain and treated with Flexeril (cyclobenzaprine hydrochloride) and another undecipherable medication, On 05-FEB-2007, he developed an unspecified viral infection with 
symptoms of fatigue and body aches. On 08-FEB-2007, he was diagnosed with pharyngitis after developing a headache, coughing and a sore throat. Treatment included 
amoxicillin. On an unspecified date in Jun-2007, the consumer experienced myalgia (resolved on an unknown date). On 15-JUN-2007, an abdominal ultrasound revealed poss ble 
fatty infiltration of the liver. On 21-JUN-2007, the patient's ALT was 226 (10-50) and his AST was 138 (13-40). On 27-JUN-2007, the patient was evaluated for burning stomach 
pain and diagnosed with gastritis. Treatment included omeprazole 20 ng. On 28-JUN-2007, a gastroenterologist confirmed the patient's fatty liver disease and recommended 
weight loss, decreasing alcohol intake, and rechecking the liver function tests in 3 months. POSSIBLE ASEPTIC MENINGITIS (REQUIRED HOSPITALIZATION) (Started 

) LOWER BACK STRAIN (Started 2003) SHOULDER INSTABILITY (Started 2003) WORK ACCIDENT HIT BY FORKLIFT (Started 2003) ABDOMINAL 
ACHILLES TENDON AVULSION (SUBSEQUENT MILD SPURRING) ALCOHOL USE (WEEKLY TO TWICE MONTHLY) BULGING CERVICAL DISCS CHEWING 

TOBACCO USE DORSAL CALCANEAL SPUR DYSPEPSIA EARACHES ECZEMA FATTY LIVER FRACTURED LUMBAR SPINE GERD HAND 
LACERATION HAND PAIN HEADACHES HYPERCHOLESTEROLEMIA HYPERTENSION HYPERTRIGLYCERIDEMIA INCREASED ALT INCREASED AST 
INSOMNIA LOWER BACK PAIN MILD HEPATOMEGALY MOTOR VEHICLE ACCIDENT PHARYNGITIS PLANTAR FASCITIS RECURRENT UTI RENAL 
CALCULI SHOULDER PAIN SMOKER (1/2 TO 1 PPD FOR 10-20 YEARS) SUBCONJUNCTIVAL HEMORRHAGE TINEA PEDIS ULNAR STYLOID FRACTURE 
UPPER RESPIRATORY INFECTION 

Disease/Surgical Procedure Start Date End Date Continuing? 

PAIN 
(b) (6)

HOSPITALISATION UNKNOWN 

MENINGITIS ASEPTIC UNKNOWN 

(b) (6)

(b) (6)

ACCIDENT AT WORK 2003 UNKNOWN 

JOINT INSTABILITY 2003 UNKNOWN 

MUSCLE STRAIN 2003 UNKNOWN 

ABDOMINAL PAIN UNKNOWN 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

ALANINE AMINOTRANSFERASE INCREASED 

ALCOHOL USE 

ASPARTATE AMINOTRANSFERASE INCREASED 

BACK PAIN 

CONJUNCTIVAL HAEMORRHAGE 

DYSPEPSIA 

EAR PAIN 

ECZEMA 

EXOSTOSIS 

GASTROOESOPHAGEAL REFLUX DISEASE 

HEADACHE 

HEPATIC STEATOSIS 

HEPATOMEGALY 

HYPERCHOLESTEROLAEMIA 

HYPERTENSION 

HYPERTRIGLYCERIDAEMIA 

INSOMNIA 

INTERVERTEBRAL DISC PROTRUSION 

LACERATION 

MUSCULOSKELETAL PAIN 

NEPHROLITHIASIS 

PAIN IN EXTREMITY 

PHARYNGITIS 

PLANTAR FASCIITIS 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

ROAD TRAFFIC ACCIDENT UNKNOWN 

SPINAL FRACTURE UNKNOWN 

TENDON RUPTURE UNKNOWN 

TINEA PEDIS UNKNOWN 

TOBACCO USER UNKNOWN 

ULNA FRACTURE UNKNOWN 

UPPER RESPIRATORY TRACT INFECTION UNKNOWN 

URINARY TRACT INFECTION UNKNOWN 

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 

Weight 300 POUNDS 
SGOT 45 
HbA1C 6.2 4.8 6.0 
Cholesterol 245 
Urine ketone body 5 negative 
SGOT 138 
TSH wnl 
Glucose 151 
Triglycerides 201 
SGOT 63 
Triglycerides 250 
Urine glucose 1000 
Ultrasound abdomen possible fatty 

infiltration of liver 
Chest X-ray WNL 
Low density lipoprotein cholesterol 152 100 
High density lipoprotein cholesterol 28 40 
SGPT 165 10 50 
Cholesterol 238 
SGPT 105 
EKG wnl 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291771 

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

SGPT 99 
Computerised tomogram head Negative 
Sleep study moderate 

obstructive sleep 
apnea 

SGPT 226 
SGOT 56 
TSH WNL 
Glucose 231 
MRI thyroid nodule 
SGPT 135 
HbA1C 8.2 
SGOT 80 13 40 
Triglycerides 288 30 200 
Glucose 165 
EKG WNL 
HbA1C 8.7 

Concomitant Products: 

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

1 ATARAX PRODUCT USED 
FOR UNKNOWN 
INDICATION 

2 CLONIDINE PRODUCT USED 
FOR UNKNOWN 
INDICATION 

3 DIOVAN PRODUCT USED 
FOR UNKNOWN 
INDICATION 

4 LIPITOR PRODUCT USED Jun-2007 
FOR UNKNOWN 
INDICATION 

5 PLENDIL PRODUCT USED 
FOR UNKNOWN 
INDICATION 

6 TENORETIC PRODUCT USED 
FOR UNKNOWN 
INDICATION 
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Case ID: 8291771 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 8291776 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 06-Dec-2011 21-Nov-2011Mfr Rcvd Date: Mfr Control #:US-JUTA GMBH-2011-20420 Application #: 077034 

Patient Information: 

Age: 65 YR Sex: Female Weight: 

CITALOPRAM 
HYDROBROMIDE 
HYLANDS TEETHING 
TABLETS 

Suspect Products: 

Product Name 

CITALOPRAM 
HYDROBROMIDE 
HYLANDS TEETHING 
TABLETS 

Product Name 

1 

2 

1 

2 

# 

# 

20 MG/ 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

NA 

DeC 

Compounded
 Drug ? 

Unknown 20 mg, daily 

unknown 

Lot# Exp Date 

UNCOMFIRMED 

Route Dosage Text 

ReC 

NA 

NA 

DEPRESSION 

WEIGHT DECREASED 

MFR/Labeler 

WATSON 

NDC # 

Indications(s) Start Date End Date 

Cerebral vasoconstriction 

Drug interaction 

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

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291776 

Event/Problem Narrative: 
Date of initial report: 21-NOV-2011 A literature report from the J Med Case Reports, entitled " Reversible cerebral 
vasoconstriction syndrome in a patient taking citalopram and Hydroxycut: a case report," describes a 65 year old 
Caucasian woman on longstanding citalopram who developed reversible cerebral vasoconstriction syndrome two 
weeks after beginning to take Hydroxycut. Both citalopram and Hydroxycut were discontinued. Patient received 
treatment with nimodipine. At follow up, there was significant improvement of her left visual field deficit and CT 
angiography six weeks after discharge showed marked resolution of cerebral vasoconstriction. " A 65-year-old 
Caucasian woman presented to her local hospital with sudden-onset, bifrontal, pounding headache described as 
&#8220;getting hit in the head with an axe.&#8221; The headache was the worst of her life and did not improve 
after she took acetaminophen, caffeine, and butalbital. There was hyperacusis, photophobia and nausea. 
Noncontrast head computed tomography (CT) and brain magnetic resonance imaging (MRI) at the time of 
admission were normal and she was treated with prednisone for presumed intractable migraine. Aside from a 
similar but milder headache one week prior to her current presentation, she reported only a sparse past history of 
migraines that ceased after her hysterectomy and no family history of migraines or strokes. She had hyperlipidemia 
treated with simvastatin 40mg daily, lumbar spinal compression fractures, multiple miscarriages and depression 
that had been treated for several years with citalopram 20mg daily. On further questioning, our patient reported 
taking the weight-loss supplement Hydroxycut beginning two weeks prior to her thunderclap headache. On 
admission, her body mass index was 22.3, and she was normotensive on lisinopril 10mg daily. She had not 
previously been on lisinopril, which was presumably initiated at the outside hospital for prednisone-induced 
hypertension. We held the lisinopril for the duration of her hospitalization given her normal to low blood pressures. 
Her fasting lipid panel revealed cholesterol 223mg/dL, triglycerides 141mg/dL, high density lipoprotein 61mg/dL, low 
density lipoprotein 134mg/dL, very low density lipoprotein 28mg/dL and lipoprotein(a) 6mg/dL. Two days after 
admission, she developed bilateral leg weakness and left-sided visual disturbances that she described as 
&#8220;blank lines.&#8221; A repeat MRI revealed areas of restricted diffusion consistent with acute infarcts in the 
bilateral anterior cerebral artery territories and in her right occipital lobe (Figure 1). The following investigations were 
unrevealing: hypercoagulability studies, rheumatic and vasculitic screening labs, magnetic resonance venography, 
transthoracic echocardiogram with bubble contrast, and Holter monitoring. LA lumbar puncture, performed while 
our patient was being treated with prednisone, revealed 0 white blood cells (WBC), 48 red blood cells (RBC), 
cerebrospinal fluid (CSF) protein 27mg/dL, glucose 81mg/dL and no xanthochromia. CT angiography (CTA) was 
obtained, which revealed multifocal segmental cerebral artery vasoconstriction, most prominent in the bilateral 
anterior and posterior cerebral arteries (Figures 2A and 2B). We made the diagnosis of RCVS and began 
treatment with nimodipine 30mg three times daily. Over the subsequent days, her headache resolved and her 
vision and leg weakness improved. Our patient&#8217;s blood pressures at admission and prior to starting 
nimodipine were 92-116/54-58mmHg on no antihypertensive medications. After beginning nimodipine for RCVS, 
her systolic blood pressures ranged from the high 80s to low 100s (mmHg). We administered intravenous fluid 
bolus as needed to keep her systolic blood pressure above 90mmHg, in an effort to balance maintaining adequate 
cerebral perfusion while continuing nimodipine treatment for RCVS. Our patient tolerated this well without any 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291776 

clinical decline or symptomatic hypotension. She was discharged on nimodipine and advised not to take 
Hydroxycut and citalopram, which had been discontinued when a diagnosis of RCVS was first suspected. At the 
time of discharge, her systolic blood pressures remained in the 90s to low 100s mmHg. Therefore, she was advised 
to measure her blood pressure at home and take nimodipine only if systolic blood pressure was over 100mmHg. 
Following discharge, our patient experienced no headaches and no recurrence of her presenting symptoms. At a 
follow-up appointment, she had no residual leg weakness and significant improvement of her left visual field deficit, 
although she reported that her vision had not returned to her baseline. CTA performed six weeks after discharge 
showed marked resolution of cerebral vasoconstriction, confirming the diagnosis of RCVS (Figures 2C and 2D)." 
See article for further details. 

Relevant Medical History: 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

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

Product Name Dose/ 
Frequency 

Dosage TextRoute Indications(s) 

Concomitant Products: 

# Start Date End Date Interval 1st 
Dose to Event 

Study Report?: No 

Reporter Source: 

Sender Organization: WATSON 503B Compounding 
Outsourcing Facility?: 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8291776 
Literature Text: Cvetanovich GL, Ramakrishnan P, Klein JP, Rao VR, Rooper AH. Reversible cerebral vasoconstriction syndrome in a patient taking citalopram and 

Hydroxycut: a case report. Journal of Medical Case Reports. 2011;5(1) 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8308768 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 20-Dec-2011 Outcomes: OT Application Type: NDA 

FDA Rcvd Date: 22-Dec-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-8003445 Application #: 999999 

Patient Information: 

Age: 0 DAY Sex: Male Weight: 59.42 KG 

UNSPECIFIED 
INGREDIENT

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

BID 

Dose/ 
Frequency 

Oral 

Route 

3 tablets 

Dosage Text 

TEETHING 

Indications(s) 

19-Dec-2011 

Start Date 

20-Dec-2011 

End Date 

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

1 UNSPECIFIED 
INGREDIENT 

NA NA 113314 HYLAND 

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

Toxicity to various agents NA 

Event/Problem Narrative: 
Used Hylands teething tablets and experienced problems consistent with belladonna toxicity. Initially, the baby was 
extremely sleepy. However, the symptoms progressed to extreme agitation -more than usual- and he has been 
constipated -no bm since using the product-. WILSONJ: |*********| 2011-12-22-08.02.58 |*********| 
USFDAMWVOLUNTARY_198335_11359_20111221.xml Route To: AERS : Electronic 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8308768 

Relevant Medical History: 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

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

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: 503B Compounding 
Outsourcing Facility?: 

Literature Text: 

Print Time: 04-NOV-2016 08:01 AM If a field is blank, there is no data for that field Page 20 of 56 



FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8341495 

Case Information: 

Case Type: DIRECT eSub: Y HP:Y Country: USA Event Date: 13-Aug-2011 Outcomes: LT Application Type: NDA 

FDA Rcvd Date: 18-Jan-2012 Mfr Rcvd Date: Mfr Control #:US-FDA-8052713 Application #: 999999 

Patient Information: 

Age: Sex: Weight:152 DAY Female 8.16 KG 

BABY TEETHING  1X Oral 2 tablets TEETHING 13-Jan-2012 

Suspect Products: 

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

1 

# 
Compounded

 Drug ? 

13-Jan-2012 

End Date 

Product Name Lot# Exp Date MFR/Labeler 

BABY TEETHING 113211 5497331271 HYLAND 

NDC # 
Interval 1st 
Dose to Event ReC 

NA 

DeC 

1 NA 

# 

Depressed level of consciousness 

Eye movement disorder 

Hypopnoea 

Hypotonia 

Pallor 

NA 

NA 

NA 

NA 

NA 

Event Information: 
Preferred Term ( MedDRA Â® Version: ReC17.0 ) 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8341495 

Event/Problem Narrative: 
45 minutes after giving my 5 month old daughter 2 of the recommended -2-3- tablet she became limp, eyes rolled 
in head, difficult to arrouse, shallow breathing and pale. My husband was able to get a response from her and was 
very close to calling 911. WILSONJ: |*********| 2012-01-18-08.58.30 |*********| 
USFDAMWVOLUNTARY_199758_12646_20120118.xml Route To: AERS : Electronic 

Relevant Medical History: 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

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

Product Name Dose/ 
Frequency 

Route 

Concomitant Products: 

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

Study Report?: No 

Reporter Source: 

Sender Organization: 503B Compounding 
Outsourcing Facility?: 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8341495 
Literature Text: 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8349109 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 23-Jan-2012 16-Jan-2012Mfr Rcvd Date: Mfr Control #:PHHY2012US003686 Application #: 077040 

Patient Information: 

Age: 65 YR Sex: Female Weight: 

CITALOPRAM 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

20 MG/ 

Dose/ 
Frequency Route 

20 mg, UNK 

Dosage Text 

DEPRESSION 

Indications(s) Start Date End Date 

2 

1 

# 

HYLANDS TEETHING 
TABLETS 

Product Name 

CITALOPRAM 

Interval 1st 
Dose to Event 

Yes 

DeC ReC 

Unk 

UNK 

Lot# Exp Date 

WEIGHT DECREASED 

MFR/Labeler 

NOVARTIS 

NDC # 

2 HYLANDS TEETHING 
TABLETS 

Yes NA 

Cerebral vasoconstriction 

Headache 

Hyperacusis 

Muscular weakness 

Nausea 

Photophobia 

Visual impairment 

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

Unk 

Unk 

Unk 

Unk 

Unk 

Unk 

Unk 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8349109 

Event/Problem Narrative: 
Case number PHHY2012US003686 is an initial literature report received on 16 Jan 2012. The authors discuss 
reversible cerebral vasoconstriction syndrome in a patient taking citalopram and hydroxycut. Medical history of the 
patient included migraines, hyperlipidemia, lumbar spinal compression fractures and multiple miscarriages. The 
patient was started on citalopram (manufacturer unknown) 20mg daily, unknown route and duration for depression 
from an unknown date years ago. The patient was also on Hydroxycut unknown dose, route and duration for weight 
loss from an unknown date. On an unknown date the patient reported bifrontal, pounding headache, hyperacusis, 
photophobia, nausea and was hospitalzied. Noncontrast head computed tomography (CT) and brain magnetic 
resonance imaging (MRI) at the time of admission were normal and she was treated with prednisone for presumed 
intractable migraine. Two days after admission, she developed bilateral leg weakness and left-sided visual 
disturbances that she described as blank lines. A repeat MRI revealed areas of restricted diffusion consistent with 
acute infarcts in the bilateral anterior cerebral artery territories and in her right occipital lobe. CT angiography (CTA) 
was obtained, which revealed multifocal segmental cerebral artery vasoconstriction, most prominent in the bilateral 
anterior and posterior cerebral arteries. The patient was diagnosed with reversible cerebral vasoconstriction 
syndrome (RCVS) and began treatment with nimodipine 30mg three times daily. Over the subsequent days, her 
headache resolved and her vision and leg weakness improved. Our patients blood pressures at admission and 
prior to starting nimodipine were 92-116/54-58mmHg on no antihypertensive medications. The patient tolerated the 
treatment without any clinical decline or symptomatic hypotension. She was discharged on nimodipine and advised 
not to take Hydroxycut and citalopram, which had been discontinued when a diagnosis of RCVS was first 
suspected. Following discharge, the patient experienced no headaches and no recurrence of her presenting 
symptoms. The authors concluded that the patient on longstanding citalopram developed RCVS two weeks after 
beginning to take the weight-loss supplement Hydroxycut. 

Relevant Medical History: 

Disease/Surgical Procedure Start Date End Date Continuing? 

ABORTION SPONTANEOUS UNKNOWN 

HYPERLIPIDAEMIA UNKNOWN 

MIGRAINE UNKNOWN 

SPINAL COMPRESSION FRACTURE UNKNOWN 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8349109 

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

Test Name 

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

Computerised tomogram 
Angiogram 

Normal 
Abnormal 

N 
Y 

Concomitant Products: 

# Product Name Dose/ 
Frequency 

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

1 SIMVASTATIN 40 MG/ 40 mg, UNK 

Reporter Source: 

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

Literature Text: 	 Cvetanovich GL, Ramakrishnan P, Klein JP, Rao VR, Ropper AH. Reversible cerebral vasoconstriction syndrome in a patient taking citalopram and 
Hydroxycut: a case report. J Med Case Reports. 2011;5:548 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8403771 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 11-Feb-2012 Outcomes: OT Application Type: 

FDA Rcvd Date: 13-Feb-2012 Mfr Rcvd Date: Mfr Control #:US-FDA-8133816 Application #: 

Patient Information: 

Age: 209 DAY Sex: Male Weight: 8.62 KG 

HYLAND'S TEETHING 
TABLETS

Suspect Products: 

Product Name 

HYLAND'S TEETHING 
TABLETS 

Product Name 

1 

1 

# 

# 

QID 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

DeC 

Compounded
 Drug ? 

Sublingual 2-3 tablets, 4 times per day, sl 

Lot# Exp Date 

113631 

Route Dosage Text 

ReC 

NA 

PAIN, DISCOMFORT 11-Feb-2012 

MFR/Labeler 

54973-3127- HYLAND 
1 

NDC # 

Indications(s) Start Date 

11-Feb-2012 

End Date 

Poisoning 

Seizure 

Event Information: 
Preferred Term ( MedDRA Â® Version: 18.0 ) 

NA 

NA 

ReC 

Event/Problem Narrative: 
My son had 3 of Hyland's Teething Tablets. This was the first time he had the product. later he had 
what we -my husband and I- believe to have been a seizure. The "seizure episode" consisted of about 3 short -5-10 

(b) (6)

second- seizures. We took him to the Emergency Room where the doctor could neither confirm nor deny that a 
seizure had occurred. The doctor warned us about the possible risks involved with this product. I have since found 
out that the tablets contain Belladonna, a poison, and are associated with many possible side effects, including 
seizures. I am shocked at the popularity of this product, which is growing, and the lack of knowledge among 
parents, as well as the lack of warnings on the labels. I understand that this product has been recalled in the past 
and may not be regulated buy the FDA, but parents desperately need to be warned about this product if it is going 
to stay on the shelves!!!! Please do something! WALKERC: |*********| 2012-02-13-11.36.00 |*********| 
USFDAMWVOLUNTARY_201263_13984_20120212.xml Route To: AERS : Electronic 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8403771 

Preferred Term ( MedDRA Â® Version: 17.0 ReC 

Relevant Medical History: 
My son has never had a seizure before or any health problems that may cause seizures or be associated with them. He was a full-term, perfectly healthy child and I have no doubt 
that this product caused him to have a seizure. 

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: 503B Compounding 
Outsourcing Facility?: 

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

FOIA Case Report Information
 

Case ID: 8411015 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 14-Feb-2012 Outcomes: Application Type: NDA 

FDA Rcvd Date: 17-Feb-2012 Mfr Rcvd Date: Mfr Control #:US-FDA-8143995 Application #: 999999 

Patient Information: 

Age: 0 DAY Sex: Female Weight: 7.26 KG 

HYLAND'S TEETHING 
TABLETS

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

QID 

Dose/ 
Frequency Route 

2-3 tablets per time 

Dosage Text Indications(s) Start Date End Date 

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

1 HYLAND'S TEETHING 
TABLETS 

NA NA HYLAND 

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

Irritability 

Somnolence 

NA 

NA 

Event/Problem Narrative: 
We gave my 7-month old daughter Hyland's teething tablets last night and this morning. After we gave her the 
tablets, we noticed that she got very sleepy and were not concerned as it was almost 9:30pm and close to her 
bedtime. This morning, my daughter woke up ~7:30am and was very irritable so we gave her 2 more tablets 
around 9am. She fell asleep about 5 minutes later. Our baby girl had always able to play for at least 3 or 4 hours 
before taking her late morning/early afternoon nap. We also call our pediatrician and they have never heard of 
this product. Needless to say, we discarded the entire box. WILSONJ: |*********| 2012-02-16-08.43.51 |*********| 
USFDAMWVOLUNTARY_201467_14167_20120216.xml Route To: AERS : Electronic 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8411015 

Relevant Medical History: 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

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

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: 503B Compounding 
Outsourcing Facility?: 

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

FOIA Case Report Information
 

Case ID: 8475966 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 20-Mar-2012 Outcomes: CA,DE,DS,HO,LT,OT,RI Application Type: 

FDA Rcvd Date: 26-Mar-2012 Mfr Rcvd Date: Mfr Control #:US-FDA-8234070 Application #: 

Patient Information: 

Age: 60 DAY Sex: Male Weight: 4.99 KG 

HYLAND'S BABY 
TEETHING TABLETS 
HYLAND'S BABY 
TEETHING TABLETS

Suspect Products: 

Product Name 

HYLAND'S BABY 
TEETHING TABLETS 
HYLAND'S BABY 
TEETHING TABLETS 

Product Name 

1 

2 

1 

2 

# 

# 

QID 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

NA 

DeC 

Compounded
 Drug ? 

Oral 

Route 

ReC 

NA 

NA 

2 or 3 tablets under tounge 

Lot# Exp Date 

Dosage Text 

TEETHING 02-Mar-2012 

MFR/Labeler 

54973-3127
1 
64679-0434
02 

NDC # 

Indications(s) Start Date 

23-Mar-2012 

End Date 

Hypopnoea 

Irritability 

Product quality issue 

Pyrexia 

Staring 

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

NA 

NA 

NA 

NA 

NA 

ReC 
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FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8475966 

Preferred Term ( MedDRA Â® Version: 17.0 ReC 

Event/Problem Narrative: 
My son had a fever that i couldn't get him to break. It was 101.2..then he was cooing at me and then he stopped out 
of no where and his breathing got shallow then he was staring at me but it was as if he was staring through me. He 
was also very cranky and fussy. This was very unlike him. At first I thought it was from teething so I gave him 
hylands baby teething tablets. I just found out today that these tablets were recalled back in Oct of 2010 because of 
an ingredient called belladonna. I check the bottle of the teething tablets that I have been giving him and it contains 
the same ingredient called belladonna and it is now march of 2012. I don't know what to do with the teething tablets 
now. I don't want to throw them out just in case it is the reason he is having this symptoms. I would like to know 
what I should do. the website wouldn't let me continue until i clicked every box here and at the end. This is the first 
time I am contacting anyone about this. I do not mind if you tell the manufacturers my information. WILSONJ: 
|*********| 2012-03-26-08.48.14 |*********| USFDAMWVOLUNTARY_203797_16200_20120324.xml Route To: 
AERS : Electronic Route To: DQRS : : Paper 

Relevant Medical History: 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

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

Concomitant Products: 

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

FOIA Case Report Information
 

Case ID: 8475966 

Reporter Source: 

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

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

FOIA Case Report Information
 

Case ID: 8478591 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 27-Mar-2012 13-Mar-2012Mfr Rcvd Date: Mfr Control #:US-MYLANLABS-2012S1005812 Application #: 077042 

Patient Information: 

Age: 65 YR Sex: Female Weight: 

CITALOPRAM 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency 

Unknown 

Route 

20mg daily 

Dosage Text 

DEPRESSION 

Indications(s) Start Date End Date 

2 

1 

# 

HYLANDS TEETHING 
TABLETS 

Product Name 

CITALOPRAM 

Interval 1st 
Dose to Event 

Yes 

DeC 

Unknown 

Lot#ReC 

NA 

Exp Date 

WEIGHT DECREASED 

MFR/Labeler 

MYLAN 

NDC # 

2 HYLANDS TEETHING 
TABLETS 

2 Week Unk NA 

Cerebral vasoconstriction 

Drug interaction 

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

NA 

NA 

ReC 
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Case ID: 8478591 

Event/Problem Narrative: 
Cvetanovich GL, Ramakrishnan P, Klein JP, Rao VR, Ropper AH. Reversible cerebral vasoconstriction syndrome 
in a patient taking citalopram and Hydroxycut: A case report. J-Med-Case-Rep 2011; 5 No. 548 A 65-year-old 
woman developed reversible cerebral vasoconstriction syndrome (RCVS) during concomitant therapy with 
citalopram and Hydroxycut, a herbal weight-loss supplement. The woman, who had depression, had been receiving 
citalopram 20mg daily [ route not stated ] for several years. She presented with a sudden-onset "thunderclap" 
headache, accompanied by nausea, photophobia and hyperacusis. She had taken butalbital, paracetamol 
[acetaminophen] and caffeine, with no improvement. Intractable migraine was suspected. The woman received 
prednisone and lisinopril. Further investigation revealed that she had commenced the weight-loss supplement 
Hydroxycut [ route and dosage not stated ] 2 weeks earlier. Lisinopril was discontinued. On hospital day 2, she 
developed a left visual field deficit and weakness in both legs. An MRI demonstrated lesions in the right occipital 
lobe and bilateral anterior cerebral artery territories. She had a WBC count of 0 and a RBC count of 48. CT 
angiography (CTA) showed multifocal segmental vasoconstriction, particularly in the bilateral anterior and posterior 
cerebral arteries, and a diagnosis of RCVS was made. Citalopram was discontinued, and she began receiving 
nimodipine. Her headache resolved over the next few days, and her vision and leg weakness improved. She was 
advised not to take Hydroxycut and citalopram, and was discharged. At last follow-up, she had no residual leg 
weakness and improvement of her visual field deficit. Six weeks after discharge, a repeat CTA revealed marked 
resolution of cerebral vasoconstriction. 

Relevant Medical History: 
Sparse past history of migraines that ceased after her hysterectomy, no family history of migraine. Body mass index 22.3. 

Disease/Surgical Procedure Start Date End Date Continuing? 

ABORTION SPONTANEOUS NO 

COMPRESSION FRACTURE UNKNOWN 

DEPRESSION YES 

HYPERLIPIDAEMIA YES 

HYSTERECTOMY NO 

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

Print Time: 04-NOV-2016 08:01 AM If a field is blank, there is no data for that field Page 35 of 56 



   

FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8478591 

Relevant Laboratory Data: 
Test Name 

CT scan 
Holter monitoring 
Cholesterol 
Very low density lipoprotein cholesterol 
Low density lipoprotein cholesterol 
Transthoracic echocardiogram 
RBC count 
CSF protein 
Lipoprotein (a) 
WBC count 
MRI 
Triglycerides 
CT angiography 

High density lipoprotein cholesterol 
CSF glucose 

Result 

Normal 
Unrevealing 
223 
28 
134 
Unrevealing 
48 
27 
6 
0 
(admission) Normal 
141 
Multifocal cerebral 
artery 
vasoconstriction 
61 
81 

Unit 

NA 
NA 
mg/dL 
mg/dL 
mg/dL 
NA 
UNK 
mg/dL 
mg/dL 
UNK 
NA 
mg/dL 
NA 

mg/dL 
mg/dL 

Normal Low Range Normal High Range Info Avail 

Concomitant Products: 

# Product Name Dose/ 
Frequency 

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

1 SIMVASTATIN Unknown 40mg daily HYPERLIPIDAEMI 
A 

Reporter Source: 

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

Literature Text: 	 Cvetanovich GL, Ramakrishnan P, Klein JP, Rao VR, Ropper AH. Reversible cerebral vasoconstriction syndrome in a patient taking citalopram and 
Hydroxycut: A case report. J-Med-Case-Rep 2011; 5 No. 548 

Print Time: 04-NOV-2016 08:01 AM	 If a field is blank, there is no data for that field Page 36 of 56 



    

FDA - Adverse Event Reporting System (FAERS) 

FOIA Case Report Information
 

Case ID: 8525521 

Case Information: 

Case Type: DIRECT eSub: Y HP:Y Country: USA Event Date: 19-Apr-2012 Outcomes: Application Type: NDA 

FDA Rcvd Date: 23-Apr-2012 Mfr Rcvd Date: Mfr Control #:US-FDA-8304302 Application #: 999999 

Patient Information: 

Age: 4 YR Sex: Male Weight: 6.8 KG 

BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 

QID 

Dose/ 
Frequency 

Oral 

Route 

2 to 3 tabs 

Dosage Text 

TEETHING 

Indications(s) 

13-Apr-2012 

Start Date 

20-Apr-2012 

End Date 

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

1 BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT 

NA NA 54973-3127
1 

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

Rash generalised NA 

Event/Problem Narrative: 
full body rash with bumps after ingestion of the product Triage Quality Control: WILSONJ: |*********| 2012-04-23
08.25.44 |*********| USFDAMWVOLUNTARY_205479_17645_20120421.xml Route To: AERS : Electronic 
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Case ID: 8525521 

Relevant Medical History: 
teething tablets were recalled from the fda and still on shelves at babies r us 

Disease/Surgical Procedure Start Date 

Medical History Product(s) Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name Result Unit 

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

Concomitant Products: 

# 

1 

Product Name 

HYLANDS BABY 
TEETHING TABLETS 

Dose/ 
Frequency 

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

Study Report?: No 

Reporter Source: 

Sender Organization: 503B Compounding 
Outsourcing Facility?: 

Literature Text: 
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Case ID: 8555594 

Case Information: 

Case Type: EXPEDITED (15
DAY) 

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

FDA Rcvd Date: 25-Apr-2012 17-Apr-2012Mfr Rcvd Date: Mfr Control #:US-ROXANE LABORATORIES, INC.-2012-RO-01078RO Application #: 077043 

Patient Information: 

Age: 65 YR Sex: Female Weight: 

CITALOPRAM 

HYLANDS TEETHING 
TABLETS 
LISINOPRIL 

PREDNISONE 

Suspect Products: 

Product Name 

1 

2 

3 

4 

# 
Compounded

 Drug ? 
Dose/ 
Frequency Route 

20 mg 

10 mg 

Dosage Text 

DEPRESSION 

PHYTOTHERAPY 

HYPERTENSION 

MIGRAINE 

Indications(s) Start Date End Date 

5 SIMVASTATIN 40 mg HYPERLIPIDAEMIA 

1 

# Product Name 

CITALOPRAM 

Interval 1st 
Dose to Event 

Yes 

DeC ReC 

NA 

Lot# Exp Date NDC # MFR/Labeler 

ROXANE 

2 

3 

HYLANDS TEETHING 
TABLETS 
LISINOPRIL 

2 Week Yes 

Yes 

NA 

NA 

4 PREDNISONE Unk NA ROXANE 

5 SIMVASTATIN Unk NA 

Cerebral infarction 

Cerebral vasoconstriction 

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

NA 

NA 

ReC 
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Case ID: 8555594 

Hypertension NA 

Hypotension NA 

Event/Problem Narrative: 
Published Literature Case Report Events: Reversible cerebral vasoconstriction syndrome, Acute infarcts in the 
bilateral anterior cerebral artery and in her right occipital lobe, Prednisone induced hypertension, Hypotension A 
65-year-old Caucasian woman presented to her local hospital with sudden-onset, bifrontal, pounding headache 
described as getting hit in the head with an axe. The headache was the worst of her life and did not improve after 
she took acetaminophen, caffeine, and butalbital. There was hyperacusis, photophobia and nausea. Noncontrast 
head computed tomography (CT) and brain magnetic resonance imaging (MRI) at the time of admission were 
normal and she was treated with prednisone for presumed intractable migraine. Aside from a similar but milder 
headache one week prior to her current presentation, she reported only a sparse past history of migraines that 
ceased after her hysterectomy and no family history of migraines or strokes. She had hyperlipidemia treated with 
simvastatin 40 mg daily, lumbar spinal compression fractures, multiple miscarriages and depression that had been 
treated for several years with citalopram 20 mg daily. On further questioning, our patient reported taking the weight-
loss supplement Hydroxycut beginning two weeks prior to her thunderclap headache. On admission, her body mass 
index was 22.3, and she was normotensive on lisinopril 10 mg daily. She had not previously been on lisinopril, 
which was presumably initiated at the outside hospital for prednisone induced hypertension. We held the lisinopril 
for the duration of her hospitalization given her normal to low blood pressures. Her fasting lipid panel revealed 
cholesterol 223 mg/dL, triglycerides 141 mg/dL, high density lipoprotein 61 mg/dL, low density lipoprotein 134 
mg/dL, very low density lipoprotein 28 mg/dL and lipoprotein ( a) 6 mg/dL. Two days after admission, she 
developed bilateral leg weakness and left-sided visual disturbances that she described as blank lines. A repeat MRI 
revealed areas of restricted diffusion consistent with acute infarcts in the bilateral anterior cerebral artery territories 
and in her right occipital lobe. The following investigations were unrevealing: hypercoagulability studies, rheumatic 
and vasculitic screening labs, magnetic resonance venography, transthoracic echocardiogram with bubble contrast, 
and Holter monitoring. LA lumbar puncture, performed while our patient was being treated with prednisone, 
revealed 0 white blood cells (WBC), 48 red blood cells (RBC), cerebrospinal fluid (CSF) protein 27 mg/dL, glucose 
81 mg/dL and no xanthochromia. CT angiography (CTA) was obtained, which revealed multifocal segmental 
cerebral artery vasoconstriction, most prominent in the bilateral anterior and posterior cerebral arteries. We made 
the diagnosis of reversible cerebral vasoconstriction syndrome (RCVS) and began treatment with nimodipine 30 mg 
three times daily. Over the subsequent days, her headache resolved and her visionand leg weakness improved. 
Our patient s blood pressures at admission and prior to starting nimodipine were 92-116/54-58 millimeters per 
mercury (mmHg) on no antihypertensive medications. After beginning nimodipine for RCVS, her systolic blood 
pressures ranged from the high 80s to low 100s (mmHg). We administered intravenous fluid bolus as needed to 
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Case ID: 8555594 

keep her systolic blood pressure above 90 mmHg, in an effort to balance maintaining adequate cerebral perfusion 
while continuing nimodipine treatment for RCVS. Our patient tolerated this well without any clinical decline or 
symptomatic hypotension. She was discharged on nimodipine and advised not to take Hydroxycut and citalopram, 
which had been discontinued when a diagnosis of RCVS was first suspected. At the time of discharge, her systolic 
blood pressures remained in the 90s to low 100s mmHg. Therefore, she was advised to measure her blood 
pressure at home and take nimodipine only if systolic blood pressure was over 100 mmHg. Following discharge, 
our patient experienced no headaches and no recurrence of her presenting symptoms. At a follow-up appointment, 
she had no residual leg weakness and significant improvement of her left visual field deficit, although she reported 
that her vision had not returned to her baseline. CTA performed six weeks after discharge showed marked 
resolution of cerebral vasoconstriction, confirming the diagnosis of RCVS. Author's Comments: RCVS is the term 
for a group of rare syndromes characterized by multifocal narrowing of the cerebral arteries that resolves over the 
course of days to weeks. Patients present with sudden, severe thunderclap headaches that may be accompanied 
by neurologic deficits. Clinical situations associated with the development of RCVS include pregnancy or the 
postpartum period and various medications and illicit drugs. RCVS is diagnosed on the basis of this clinical 
presentation, exclusion of other causes of thunderclap headache such as subarachnoid hemorrhage andcerebral 
vasculitis by cerebrospinal fluid analysis, documentation of multifocal vasoconstriction of the cerebral arteries by 
angiography, and of reversibility of the vasoconstriction within 12 weeks of onset, although there may be permanent 
neurologic injury if stroke occurs secondary to vasospasm. Treatment has included calcium channel blockers or 
magnesium, and discontinuation of potential triggers for RCVS, particularly adrenergic or serotonergic compounds. 
We report the case of a patient on longstanding citalopram who developed RCVS two weeks after beginning to take 
the weight-loss supplement Hydroxycut, and we review the literature identifying factors associated with 
development of RCVS. This case illustrates the cardinal features of RCVS: thunderclap headache, lack of 
subarachnoid hemorrhage by CSF and radiographic analysis, ostensible exclusion of cerebral vasculitis by CSF 
and systemic testing, and angiographic demonstration of multifocal segmental cerebral artery vasoconstriction that 
resolves with time or calcium channel blocker treatment. It also exemplifies ischemic strokes as complications of 
RCVS, emphasizing the delicate balance between maintenance of adequate cerebral perfusion pressure to avoid 
watershed infarcts while using calcium channel blockers to mitigate against worsening vasoconstriction. The other 
aspect of RCVS treatment is identification and discontinuation of the potential triggers of RCVS. The clinical 
settings for RCVS include pregnancy and the postpartum state, serotonergic and sympathomimetic drugs and 
tumors, direct or neurosurgical trauma, hypertension, primary headache disorders such as migraine and other 
miscellaneous conditions such as hypercalcemia and porphyria. Regardless of etiology, RCVS is thought to occur 
due to perturbation of cerebral vascular tone. Although amphetamine-related weight-loss supplements and 
selective serotonin reuptake inhibitors including citalopram have been associated with RCVS, Hydroxycut has not 
previously been implicated. It is impossible to prove causality, but the temporal relationship between the patient's 
initiation of Hydroxycut and development of RCVS and the rapid reversal of symptoms and vasospasm following 
cessation implicates the supplement as a contributing cause in this case. Citalopram may have acted in concert 
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Case ID: 8555594 

with the newly initiated Hydroxycut to cause this patient's RCVS, though the fact that she tolerated citalopram well 
for several years before developing RCVS argues against the antidepressant drug as the sole trigger. 

Relevant Medical History: 

Disease/Surgical Procedure 

ABORTION SPONTANEOUS 

ANGIOGRAM 

DEPRESSION 

ELECTROCARDIOGRAM 

HYPERLIPIDAEMIA 

HYSTERECTOMY 

LUMBAR PUNCTURE 

MIGRAINE 

NUCLEAR MAGNETIC RESONANCE IMAGING 

PHYTOTHERAPY 

SPINAL COMPRESSION FRACTURE 

Start Date End Date Continuing? 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 

UNKNOWN 
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Case ID: 8555594 

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

NR 

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: ROXANE 503B Compounding 
Outsourcing Facility?: 

Literature Text: 
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Case ID: 8730938 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 23-Sep-2010 Outcomes: HO Application Type: 

FDA Rcvd Date: 04-Aug-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-7655894 Application #: 

Patient Information: 

Age: 121 DAY Sex: Male Weight: 4.08 KG 

BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency Route Dosage Text 

TEETHING 

Indications(s) 

01-Sep-2010 

Start Date 

23-Sep-2010 

End Date 

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

1 BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT 

NA NA HYLAND 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 


Crying 

Hyperhidrosis 

Lethargy 

Product quality issue 

Respiratory rate decreased 

Seizure 

Staring 

Unresponsive to stimuli 

18.0 ) ReC 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

NA 
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Case ID: 8730938 

On (b) (6)

Preferred Term ( MedDRA Â® Version: 17.0 ReC 

Event/Problem Narrative: 
upon arriving home from work at approximatley 5:45 pm I gave my son Hyland's teething 

tablets somewhere between that time and 8pm. The night was normal as always and he was acting as he always 
did. Around 8pm, after bottle feeding him, i walked away from my son for a breif moment upon returning to him 
quickly due to a strange sounding cry, i found him sweating...i picked him up and immediatley felt something was 
not right. He suddenly felt lathargic and become un responsive, he breathing had slowed drastically. He had a blank 
stare in his eyes. I immediatley called my mother in law to come over who lived a few blocks away and ran to my 
neighbors house for help in panic. She immediatley called 911. They thought he had a seizure and he was taken by 
ambulance to the hospital. They did ask if he had any medicine and i told him yes teething tablets, i even showed 
them the bottle. He ended up being ok, after running test to rule out seizues. Today his daycare was mentioning the 
teething tablets and how she cant find them anywhere. I mentioned to her they were recalled last year. I came into 
work and decided to look the tablets up to see why they were recalled and if and when they would be back. The first 
article i read explained why they we recalled "varying amounts of belladonna, a potentially toxis ingredient" once 
reading the side affects I realized they matched the exact incident we went through the same night he took these. 
Had i read this article sooner i would have reported! I will never recommended anyone buy this product if it goes 
back onto the shelf and would never purhcase again,I am just thankful my son is ok. wilsonj: |*********| 2011-08-04
08.38.01 |*********| USFDAMWVOLUNTARY_190102_4543_20110803.xml Route To: AERS : Electronic Route 
To: DQRS : : Paper 

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 
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Case ID: 8730938 

Preferred Term ( MedDRA Â® Version: 19.0 ReC 

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: 503B Compounding 
Outsourcing Facility?: 

Literature Text: 
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Case ID: 8733145 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 01-Nov-2009 Outcomes: OT Application Type: 

FDA Rcvd Date: 26-Jul-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-7635492 Application #: 

Patient Information: 

Age: 182 DAY Sex: Female Weight: 23.5 LB 

HYLAND TEETHING 
TABLETS 

Suspect Products: 

Product Name 

1 

# 
Compounded

 Drug ? 
Dose/ 
Frequency 

Oral 

Route 

1 TABLET 4-6HRS 

Dosage Text 

IRRITABILITY 

Indications(s) 

01-Nov-2009 

Start Date 

01-May-2010 

End Date 

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

1 HYLAND TEETHING 
TABLETS 

NA NA 

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

Cardiac murmur NA 

Event/Problem Narrative: 
My child used the Highland Teething Tablets during her entire teething process. When was only a few 
months old, heart murmurs that were not discovered at birth, were discovered. I dont know if the murmurs resulted 

(b) (6)

from the tablets or not, but I definitely would like to know. wilsonj: |*********| 2011-07-26-09.25.30 |*********| 
USFDAMWVOLUNTARY_189640_4180_20110726.xml Route To: AERS : Electronic 
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Relevant Medical History: 
I had gestational diabetes during my pregnancy. I smoked a cigarette maybe every three days. 

Disease/Surgical Procedure Start Date End Date Continuing? 

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

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

Relevant Laboratory Data: 

Concomitant Products: 

# 

1 

Product Name 

HYLAND TEETHING 
TABLETS 

Dose/ 
Frequency 

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

Study Report?: No 

Reporter Source: 

Sender Organization: 503B Compounding 
Outsourcing Facility?: 

Literature Text: 
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Case ID: 8737450 

Case Information: 

Case Type: DIRECT eSub: Y HP:Y Country: USA Event Date: 27-Jul-2011 Outcomes: HO,LT,RI Application Type: 

FDA Rcvd Date: 01-Aug-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-7647694 Application #: 

Patient Information: 

Age: 2 YR Sex: Female Weight: 10.89 KG 

BABY ORAJEL INSTANT 
TEETHING PAIN RELIEF

Suspect Products: 

Product Name 

Product Name 

1 

# 

# 

QID 

Dose/ 
Frequency 

Interval 1st 
Dose to Event DeC 

Compounded
 Drug ? 

Dental 

Route 

ReC 

PEA SIZED AMT TO AFFECTED 
AREA 4X/DAY 

TEETHING 27-Jul-2011 

Lot# Exp Date MFR/LabelerNDC # 

Dosage Text Indications(s) Start Date 

27-Jul-2011 

End Date 

OTC 

1 BABY ORAJEL INSTANT 
TEETHING PAIN RELIEF 

NA NA 1083 31-Mar-2013 

Event Information:
 
Preferred Term ( MedDRA Â® Version: 19.1) ReC
 

Methaemoglobinaemia NA 

Oxygen saturation decreased NA 

Event/Problem Narrative: 
Patient had tube of empty orajel at her home hours prior to presenting to ER blue with O2 sats in the 80s. 

(b) (6)
She was intubated, eventually 

found to have methemoglobinemia and treated with methylene blue. She was life-flighted to via helicopter and has fully recovered. 
wilsonj: |*********| 2011-08-01-11.30.39 |*********| USFDAMWVOLUNTARY_189906_4378_20110729.xml Route To: AERS : Electronic 
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Relevant Medical History: 
no underlying medical hx no daily meds no drug allergies. 

Disease/Surgical Procedure Start Date End Date Continuing? 

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

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

ABG 
METHEMOGLOBIN LEVEL 
CBC 
VBG 
CMP 

NORMAL 
46 
UNREMARKABLE 
NORMAL 
UNREMARKABLE 

% 

Relevant Laboratory Data: 

Product Name Dose/ 
Frequency 

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

Concomitant Products: 

# 

Reporter Source: 

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

Literature Text: 
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Case ID: 8745080 

Case Information: 

Case Type: DIRECT eSub: Y HP:N Country: USA Event Date: 10-Jan-2010 Outcomes: OT Application Type: 

FDA Rcvd Date: 23-Sep-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-7774542 Application #: 

Patient Information: 

Age: 0 DAY Sex: Male Weight: 13.15 KG 

BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT\CHAMOMILE 

Suspect Products: 

Product Name 

BELLADONNA 
EXTRACT\CAMOMILE 
EXTRACT\CHAMOMILE 

Product Name 

1 

1 

# 

# 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

DeC 

Compounded
 Drug ? Route 

ReC 

NA 

Lot# Exp Date 

Dosage Text 

MFR/Labeler 

HYLAND 

NDC # 

Indications(s) Start Date End Date 

Hypersomnia 

Hypopnoea 

Lethargy 

Lip discolouration 

Seizure 

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

NA 

NA 

NA 

NA 

NA 

ReC 
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Preferred Term ( MedDRA Â® Version: 18.0 ReC 

Event/Problem Narrative: 
Our son first had a seizure close to the time that we gave him Hylands Teething Tablets. He since then off and on 
has had over 25 seizures. He is currently only 2 years old. We have had an EEG, EKG and soon will have an MRI.
 We have reported to his neurologist that we assume this relationship. We are very concerned about this being 
related to his seizures. His seizures are like this: He becomes very lethargic, lips start turning blue and has 
extreme shallow breathing. His eyes are glassy, he is over heated, he is not 'present' during the 30 second-1 
minute seizures. After it is over he sleeps very hard until he has recovered. 

Relevant Medical History: 
None. 

Disease/Surgical Procedure 

Medical History Product(s) 

Start Date 

Start Date 

End Date Continuing? 

End Date Indications Events 

Test Name 

EKG 
EEG 

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

Product Name Dose/ 
Frequency 

Concomitant Products: 

# Dosage TextRoute Indications(s) Start Date End Date Interval 1st 
Dose to Event 
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Literature Text: 
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Case ID: 8745181 

Case Information: 

Case Type: DIRECT eSub: Y HP:Y Country: USA Event Date: 21-Aug-2011 Outcomes: Application Type: 

FDA Rcvd Date: 25-Aug-2011 Mfr Rcvd Date: Mfr Control #:US-FDA-7708740 Application #: 

Patient Information: 

Age: 0 DAY Sex: Male Weight: 12.25 KG 

HYLAND'S BABY 
HOMEOPATHIC 
TEETHING TABLETS

Suspect Products: 

Product Name 

HYLAND'S BABY 
HOMEOPATHIC 
TEETHING TABLETS 

Product Name 

1 

1 

# 

# 

Q8H 

Dose/ 
Frequency 

Interval 1st 
Dose to Event 

NA 

DeC 

Compounded
 Drug ? 

Oral 

Route 

ReC 

Yes 

2-3 TABS, EVERY 8 HOURS, PO TEETHING 21-Aug-2011 

Lot# Exp Date MFR/Labeler 

112833 54973-3127- HYLAND 
1 

NDC # 

Dosage Text Indications(s) Start Date 

23-Aug-2011 

End Date 

Abdominal discomfort 

Abnormal behaviour 

Diarrhoea 

Flatulence 

Irritability 

Restlessness 

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

NA 

NA 

NA 

NA 

NA 

NA 

ReC 
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Case ID: 8745181 

Event/Problem Narrative: 
watery diarrhea of 24 hours duration. resolved within 24 hours of discontinuing product. Initially received 2 doses of 
3 tablets 12 hours apart on 8/21/2011. Watery diarrhea began 8/22 at 5 am with fussiness and abdominal 
discomfort, gas, restlessness, irritability. Bland diet started -BRAT- with pediatric electrolytes orally, tablets 
discontinued immediately. Diarrhea resolved within 24 hours. A single dose of 2 tablets was then administered on 
8/23 at 9 pm and diarrhea resumed at 9 am on 8/24/2010. Patient is not lactose intolerant as the manufacturer 
suggested. wilsonj: |*********| 2011-08-25-08.09.02 |*********| 
USFDAMWVOLUNTARY_191269_5462_20110824.xml Route To: AERS : Electronic 

Relevant Medical History: 
White male, NKDA, no other medications being used at the time, lactose TOLERANT. 

Disease/Surgical Procedure Start Date End Date Continuing? 

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

Test Name Result Unit Normal Low Range Normal High Range 

Relevant Laboratory Data: 
Info Avail 

Product Name Dose/ 
Frequency 

Route 

Concomitant Products: 

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

Study Report?: No 

Reporter Source: 

Sender Organization: 503B Compounding 
Outsourcing Facility?: 
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Cvetanovich et al.: Reversible cerebral vasoconstriction syndrome in a patient taking citalopram and 

Hydroxycut: a case report. Journal of Medical Case Reports 2011 5:548. 
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Cvetanovich et al.: Reversible cerebral vasoconstriction syndrome in a patient taking citalopram and 

Hydroxycut: a case report. Journal of Medical Case Reports 2011 5:548. 




