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Complaint # 155581

Product and Labeling

Brand Name
New U Life

Product Name
SOMADERM GEL

Product Code
60V-99

Product  Description
Anterior Pituitary Suppressor N.E.C.

PAC
56R801

Qty / Unit / Package

3.5 Ounces Other, 
identify in Label 
Remarks

Lot/
Serial #
N/A

Exp/Use
by Date
N/A

Purchase
Date
N/A

Product
Used
No

Amount
Consumed/Used
N/A

Date
Used
N/A

Date
Discontinued
N/A

Amount
Remained
N/A

Imported
Product?
No

Country of
Origin
United States

Label
Remarks
NDC : 61877-0005-1 
***Tube ****The generic 
name of Hgh is glandula 
suprarenalis suis, 
thyroidinum (bovine), hgh. ...
Glandula Suprarenalis Suis 
6X, Thyroidinum (Bovine) 
8X, HGH 30X.

Problem Ingredient Group

N/A
Name Address

Retail

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3014692168 New U Life Corporation 2623 Pleasant Hill Rd  Pleasant Hill 
California United States 94523

SAN-DO

Manufacturer

Distributor

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Fraud
Defective

website is misleading
product does not work

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 11/28/2018Tate,Leon P

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address Phone ER Date

n/a

(b) (4)
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Complaint # 155581

Org Name
KAN-DO

HHS Mail Code
HFR-SW300

Initial Disposition Remarks

Manufacturer location provided to the DAL-DO in an email dated 30 November 2018 from  
.  XYGENYX has an associated website xygenyx.com that sells SOMADERM Gel

and Testall Gel.****ACTIVE INGREDIENTS: Glandula Suprarenalis Suis 6X, Thyroidinum (Bovine) 8X, HGH 30X 
INACTIVE: Purified Water, Phenoxyethanol, Caprylyl Glycol, Sorbic Acid, Sodium Hydroxide, Acrylates/C10-30 Alkyl 
Acrylate Crosspolymer, Peg-33, Peg-8 Dimethicone, Peg-14, Aloe Barbadensis Leaf Juice, Aloe Vera (Leaf)*, Green Tea 
(Leaf)*, Licorice (Root)*, Chaste Tree (Fruit)*, Epimedium (Leaf)*, Ginkgo (Leaf)*, Velvet Bean (Seed)*, Wild Yam 
(Root)*, Ascorbic Acid (Vitamin C), Tocopherols (Soy), Edetate Disodium, Natural Plant Extract, Potassium Sorbate. 
*Extract

Referrals

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.

(b) (4)
(b) (4)
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Complaint # 155782

Product and Labeling

Brand Name
New U Life

Product Name
Soma Derm Gel

Product Code
60V-99

Product  Description
Anterior Pituitary Suppressor N.E.C.

PAC
56R801

Qty / Unit / Package Lot/
Serial #

Exp/Use
by Date

Purchase
Date

Product
Used
No

Amount
Consumed/Used

Date
Used

Date
Discontinued

Amount
Remained

Imported
Product?
No

Country of
Origin
United States

Label
Remarks

Problem Ingredient Group

N/A
Name Address

Retail

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3014692168 New U Life Corporation 2623 Pleasant Hill Rd  Pleasant Hill 
California United States 94523

SAN-DO

Manufacturer

Corporate
Headquarters

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Other,  identify in Details 
Reaction

Increase in Medical Conditions
Abnormal medical reactions

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 12/03/2018Becker,Keith A

Org Name
KAN-DO
HAFW2

HHS Mail Code
HFR-SW300
HAFW2

Hospital Information

Hospital Name Address Dates of Stay

Initial Disposition Remarks

Manufacturer and Corporate Headquarters determined by CC 155581 for same product

Referrals

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address Phone

Phone

ER Date

(b) (4)
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Complaint # 155782

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.
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Complaint # 156381

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Allergic Reaction
Fraud

Redness, itching and jitters
1). FDA Approved & Health claim. 2) Cost 169.00; does not work.3). Company 
refuses to give refund

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 02/21/2019Tate,Leon P

Org Name
KAN-DO

HHS Mail Code
HFR-SW300

Initial Disposition Remarks

Manufacturer location provided to the DAL-DO CCC in a previous email dated 30 November 2018 from  
. *****XYGENYX has an associated website xygenyx.com that sells

SOMADERM Gel and Testall Gel.****ACTIVE INGREDIENTS: Glandula Suprarenalis Suis 6X, Thyroidinum (Bovine) 
8X, HGH 30X INACTIVE: Purified Water, Phenoxyethanol, Caprylyl Glycol, Sorbic Acid, Sodium Hydroxide, 
Acrylates/C10-30 Alkyl Acrylate Crosspolymer, Peg-33, Peg-8 Dimethicone, Peg-14, Aloe Barbadensis Leaf Juice, Aloe 
Vera (Leaf)*, Green Tea (Leaf)*, Licorice (Root)*, Chaste Tree (Fruit)*, Epimedium (Leaf)*, Ginkgo (Leaf)*, Velvet Bean 
(Seed)*, Wild Yam (Root)*, Ascorbic Acid (Vitamin C), Tocopherols (Soy), Edetate Disodium, Natural Plant Extract, 
Potassium Sorbate. *Extract

Referrals

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.

(b) (4)
(b) (4)
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Complaint # 156620

Date
Used
est
02/25/18

Date
Discontinued
08/02/2018no
ne

Amount
Remained
has emaining 
bottles

Imported
Product?
No

Country of
Origin
United States

Label
Remarks
INGREDIENTS -  ACTIVE:
 Glandula Suprarenalis Suis 
6X, Thyroidinum 8X, 
Somatropin, 30X, 
INACTIVE:  Purified Water, 
Aloe Vera Leaf, Green Tea 
(Leaf), Licorice (Root), 
Chaste Tree (Fruit), 
Epimedium (Leaf), Ginkgo 
(Leaf), Velvet Bean (Seed), 
Wild Yam (Root), Ascorbic 
Acid (Vitamin C), 
Phenoxyethanol (and) 
Caprylyl Glycol (and) Sorbic 
Acid, Acrylates/C10-30 
Alkyl Acrylate 
Crosspolymer, Peg-33 (and) 
Peg-8 Dimethicone, (and) 
Peg-14, Aloe Barbadensis 
Leaf Juice, Tocopherols 
(Soy), Disodium EDTA, 
Natural Plant Extract, 
Sodium Hydroxide and 
Potassium Sorbate.
DIRECTIONS: Apply 1 full 
pump in the morning and 1 
full pump in the evening: 5 
days on, 2 days off. For 
intensive use, apply 2 full 
pumps in the morning, 2 full 
pumps in the evening. Gel 
should always be applied to 
the thin areas of skin, 
wherever veins are visible. 
You may apply the gel to 
your underarms, forearms, 
wrists and behind the knees. 
Applied locations should be 
rotated.
WARNINGS: Continued in 
Remarks

Problem Ingredient Group

thru New U Life 2623 Pleasant Hill Rd Pleasant Hill CA 94523
Name Address

Retail

(b) (6)
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Complaint # 156620

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3014692168 New U Life Corporation 2623 Pleasant Hill Rd  Pleasant Hill 
California United States 94523

SAN-DO

Manufacturer

Corporate
Headquarters

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Reaction
Other,  identify in Details 

very bloated abdomen, and small pieces of bloody tissue frequently passed
DX'd with 3 types of cancer: endometrial; (2) ovarian of left ovary; and (3) 
ovarian of right ovary

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 03/04/2019Squire,Maura A

Org Name
KAN-DO

HHS Mail Code
HFR-SW300

Initial Disposition Remarks

NWE-DO CCC verified manufacturer via Complainant and FMS.

The last EI for manufacturer concluded on .  There have been 2 CCs since last EI:  CC 155581 (reported on
11/08/18 that this product is a scam and CC 155782 (reported on 12/03/18 by ).

Transferred to KAN-DO.

Referrals

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.

(b) (4)

(b) (6)
(b) (4)
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Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

Operation
Id

Operation
Code

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

There are no Follow Up Operations related to this complaint.

Disposition Remarks

Complaint # 156620
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Complaint # 156627

Date
Used
mid
08/2018

Date
Discontinued
11/2018

Amount
Remained
3

Imported
Product?
No

Country of
Origin
United States

Label
Remarks
INGREDIENTS - ACTIVE: 
Glandula Suprarenalis Suis 
6X, Thyroidinum 8X, 
Somatropin, 30X, 
INACTIVE: Purified Water, 
Aloe Vera Leaf, Green Tea 
(Leaf), Licorice (Root), 
Chaste Tree (Fruit), 
Epimedium (Leaf), Ginkgo 
(Leaf), Velvet Bean (Seed), 
Wild Yam (Root), Ascorbic 
Acid (Vitamin C), 
Phenoxyethanol (and) 
Caprylyl Glycol (and) Sorbic 
Acid, Acrylates/C10-30 
Alkyl Acrylate 
Crosspolymer, Peg-33 (and) 
Peg-8 Dimethicone, (and) 
Peg-14, Aloe Barbadensis 
Leaf Juice, Tocopherols
(Soy), Disodium EDTA, 
Natural Plant Extract, 
Sodium Hydroxide and
Potassium Sorbate. 
DIRECTIONS: Apply 1 full 
pump in the morning and 1 
full pump in the evening: 5 
days on, 2 days off. For 
intensive use, apply 2 full 
pumps in the morning, 2 full 
pumps in the evening. Gel 
should always be applied to
the thin areas of skin, 
wherever veins are visible. 
You may apply the gel to
your underarms, forearms, 
wrists and behind the knees. 
Applied locations should be 
rotated.
WARNINGS: Continued in 
Remarks on page 1.

Problem Ingredient Group

thru New U Life 2623 Pleasant Hill Rd Pleasant Hill CA 94523
Name Address

Retail
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Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

Operation
Id

Operation
Code

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

There are no Follow Up Operations related to this complaint.

Disposition Remarks

Complaint # 156627
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Complaint # 156677

Change in heart rate, pulse; 
palpitations, fibrillation
Sleep problems
Headache
Other extremity pain

CARDIOVASCULAR

NERVOUS
CARDIOVASCULAR
MUSCULO-
SKELETAL

2 Weeks

2 Weeks
2 Weeks
2 Weeks

2 Weeks

2 Months
2 Months
2 Months

heart palpitations

insomnia
severe
pain when opening and 
closing hands

Notify
DEIO/EMOPS?

Notification
Date

Attended
Health Professional?

Required
Hospitalization?

Reported
Complaint To?

Emergency Room /
Outpatient Visit?

Need addnl.
FDA Contact?

Product and Labeling

Brand Name
New U Life

Product Name
Somaderm Transdermal
Gel Maximum

Product Code
64RBY18

Product  Description
Human Growth Hormone 
(Hormone);Human - Non/Rx 
Combination Ingredient;NEC

PAC
56R801

Qty / Unit / Package

3.5 Fluid ounces 
Bottle

Lot/
Serial #
not available

Exp/Use
by Date
not available

Purchase
Date

Product
Used
Yes

Amount
Consumed/Used
est 1.5 bottles

Health Care Professional
Provider Name Address Occupation

Hospital Information

Hospital Name Address Dates of Stay

Yes 03/07/2019 No No Reported to 
Manufacture

r

No Yes

Symptom System Affected Onset Time Duration Remarks

Remarks
CONTINUED FROM LABEL REMARKS, PAGE 2: WARNING: KEEP OUT OF REACH OF CHILDREN. If swallowed,
get medical help or contact a Poison Control Center right away. If pregnant or breast-feeding, ask a health professional
before use. FOR EXTERNAL USE ONLY. Sealed for your protection. Do not use if seal has been broken or tampered with.

INJURY/ILLNESS: heart palpitations, severe headaches, insomnia, and pain when opening and closing hands.

Complaint Symptoms

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address

Phone

Phone

Phone

ER Date

7835831904
73

(b) (6)
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Complaint # 156677

Date
Used
06/2018 - 
08/2018

Date
Discontinued
07/2018

Amount
Remained
none- discarded

Imported
Product?
No

Country of
Origin
United States

Label
Remarks
INGREDIENTS - ACTIVE: 
Glandula Suprarenalis Suis 
6X, Thyroidinum 8X, 
Somatropin, 30X, 
INACTIVE: Purified Water, 
Aloe Vera Leaf, Green Tea 
(Leaf), Licorice (Root), 
Chaste Tree (Fruit), 
Epimedium (Leaf), Ginkgo 
(Leaf), Velvet Bean (Seed), 
Wild Yam (Root), Ascorbic 
Acid (Vitamin C), 
Phenoxyethanol (and) 
Caprylyl Glycol (and) Sorbic 
Acid, Acrylates/C10-30 
Alkyl Acrylate 
Crosspolymer, Peg-33 (and) 
Peg-8 Dimethicone, (and) 
Peg-14, Aloe Barbadensis 
Leaf Juice, Tocopherols
(Soy), Disodium EDTA, 
Natural Plant Extract, 
Sodium Hydroxide and
Potassium Sorbate.
DIRECTIONS: Apply 1 full 
pump in the morning and 1 
full pump in the evening: 5 
days on, 2 days off. For 
intensive use, apply 2 full 
pumps in the morning, 2 full 
pumps in the evening. Gel 
should always be applied to
the thin areas of skin, 
wherever veins are visible. 
You may apply the gel to
your underarms, forearms, 
wrists and behind the knees. 
Applied locations should be 
rotated.
WARNINGS: Continued in 
Remarks on page 1.

Problem Ingredient Group

obtained thru New U 
Life, Inc

Name Address

Retail
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Complaint # 156677

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3014692168 New U Life Corporation 2623 Pleasant Hill Rd  Pleasant Hill 
California United States 94523

SAN-DO

Manufacturer

Corporate
Headquarters

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Reaction heart palpitations, insomnia, severe headaches, and pain when opening and 
closing hands

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 03/12/2019Squire,Maura A

Org Name
KAN-DO

HHS Mail Code
HFR-SW300

Initial Disposition Remarks

NWE-DO CCC verified manufacturer via Complainant in CC 156620, reported to NWE-DO on 03/04/19, and FMS.

The last EI for manufacturer concluded on . There have been 3 CCs since last EI: CC 155581 (reported on 
11/08/18 that this product is a scam and CC 155782 (reported on 12/03/18 by ), and CC 156620 and CC 
156627.

Transferred to KAN-DO.

Referrals

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.

(b) (4)

(b) (4)
(b) (6)
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Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

Operation
Id

Operation
Code

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

There are no Follow Up Operations related to this complaint.

Disposition Remarks

Complaint # 156677
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Complaint # 157391

Product and Labeling

Brand Name
New U Life 
Corporation,

Product Name
Somaderm Gel

Product Code
64RDY18

Product  Description
Human Growth Hormone 
(Hormone);Human - 
Rx/Combination Ingredient;NEC

PAC
56R801

Qty / Unit / Package

100 Grams Bottle

Lot/
Serial #
N/A

Exp/Use
by Date
N/A

Purchase
Date
N/A

Product
Used
No

Amount
Consumed/Used
N/A

Date
Used
N/A

Date
Discontinued
N/A

Amount
Remained
N/A

Imported
Product?
No

Country of
Origin
United States

Label
Remarks
NDC #: 61877-0002, 61877-
0003, 61877-0004, 61877-
0005, and 61877-0006

Problem Ingredient Group

New Life Corporation,
website:
http://newulife.com ,

2623 Pleasent Hill Road, Pleasent Hill, CA 94523
Name Address

Retail

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3014692168 New U Life Corporation 2623 Pleasant Hill Rd  Pleasant Hill 
California United States 94523

SAN-DO

Manufacturer

Corporate
Headquarters

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Other,  identify in Details Somaderm Gel, has major undeclared side effects.

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 05/08/2019Milan,Stephanie C

Health Care Professional
Provider Name Address Occupation

Hospital Information

Hospital Name Address Dates of Stay

Initial Disposition Remarks

I located the most responsible firm through FACTS/MARC.

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address

Phone

Phone

Phone

ER Date

N/A

(b) (4)
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Complaint # 157391

Org Name
KAN-DO
SAN-DO

HHS Mail Code
HFR-SW300
HFR-PA100

Referrals

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.
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Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

Operation
Id

Operation
Code

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

There are no Follow Up Operations related to this complaint.

Disposition Remarks

Complaint # 157391
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Complaint # 157749

Product and Labeling

Brand Name
New U Life

Product Name
Somaderm HGH Gel

Product Code
64RBJ18

Product  Description
Human Growth Hormone 
(Hormone);Human - Non/Rx 
Combination Ingredient;NonSterile 
Ointment

PAC
56R801

Qty / Unit / Package Lot/
Serial #
UNK

Exp/Use
by Date
UNK

Purchase
Date
10/2018

Product
Used
Yes

Amount
Consumed/Used
UNK

Date
Used
10/2018 - 
05/28/2019

Date
Discontinued
05/28/2019

Amount
Remained
NONE

Imported
Product?
No

Country of
Origin
United States

Label
Remarks

Problem Ingredient Group

Received products 
through a friend

Name Address

Retail

Manufacturer/Distributor

FEI Name & Address Home District Firm Type

3014692168 New U Life Corporation 2623 Pleasant Hill Rd  Pleasant Hill 
California United States 94523

SAN-DO

Manufacturer

Distributor

Initial Evaluation/Initial Disposition

Problem Keyword Problem Keyword Details

Reaction Weight gain, difficulty swallowing food, enlarged thyroid, feeling extremely cold

Initial Evaluation Initial Disposition Disposition Made By Disposition Date
FDA Action Indicated Referred to Other FDA District 06/12/2019Allen,Vera L

Org Name
KAN-DO

HHS Mail Code
HFR-SW300

Initial Disposition Remarks

Manu verified via CC 155581 in FACTS

Referrals

UPC Code

Emergency Room/Outpatient Visit

Hospital Name Address Phone ER Date

UNK

(b) (4)
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Complaint # 157749

Grouped Follow - Up Operations

COMPLAINTS FOLLOW - UP 

Operation
Id

Operation
Code

Assignment
Number

Accomplishing
Organization

Performing
Organization

Sample
Number

PAF Status Status
Date

Disposition Summary

Responsible
FEI

Firm TypeNameIs Consumer 
Responsible?

Address

Follow-Up Disposition Disposition Made By Disposition Date

Follow-Up Sent To

Organization Name HHS Mail Code

There are no Adverse Event details for this Complaint.
There are no Cosmetics details for this Complaint.

There are no Follow Up Operations related to this complaint.

Disposition Remarks

Complaint # 157749
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