Revival Products, Inc,
200 Peddycord Park Court
Kernersville, NC 27284-9827

September 03, 2020

Patricia F. Hudson

Compliance Officer

U.S. Food and Drug Administration
60 8" Street, NE

Atlanta GA 30309

Re: CMS #606640
RESPONSE TO THE FDA LETTER DATED AUGUST 14, 2020
Dear Patricia,

Thank you for giving us the opportunity to adequately respond to your requested documents. It is noted
that in our response you received in March 2020 we failed to send the existing ‘documentation’ we had
put in place.

| have attached 4 responses for your review to coincide with your numbered issues.

The last page of your letter addresses the Multivitamin Multimineral 100 and gorgeous roses dietary
supplements.

Consistent with our long-term business policy, if a label has a mistake, we pull the products from
distribution. We have been out of the Multimineral 100 for several months as COVID-19 impacted many
smaller manufacturers. We will not be bringing either of these two products back.

Calcium is the only supplement we presently offer for distribution.

Please let me know if you have further questions or comments. As a conscientious business owner, |
long to comply with each regulation no matter how great or small. You are always welcome to our
facility and we appreciate the help your agency extends to us small business owners.

Kindest regards,
—,

Suzanrie Tabor
President and CEO
Revival Products, Inc
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Complaint Date: Zc

RPI STANDARD OPERATING PROCEDURE FOR
A DIETARY SUPPLEMENT COMPLAINT

21 C.F.R. §111.553, §111.560, §111.570, §111.605, §111.610 (2019)

Person taking complaint:

Customer Care - initials: Date:

Quality Control Mgr - initials: Date:

RESPONSIBILITIES
If Customer Care or Quality Control (QC) or Supervising Mgr receives a complaint via phone or

email (or written) about a product, it is the responsibility of QC to follow up, review, investigate
and resolve the complaint including the requirements and specifications or possible failure of the

product that may result in a risk of illness or injury.

Each line of information is to be checked off and initialed by the person collecting or validating the
information, so nothing is overlooked.

PROCEDURES
Section 1:

Customer’s Name

Address

Phone Number and or email
address

Date the complaint was received and method of reception (i.e., email,
phone, written)

Name and description of the product in question










Complaint Date:

e blood in urine, stool, vomit, or sputum
e marked mood, cognitive, or behavioral changes, thoughts of suicide
s visit to Emergency Room or hospitalization

For Industry:

Members of the dietary supplement industry may now use the reporting form on the Safety
Reporting Portal to meet the reporting requirements established in section 761 of the FD&C
Act.

If You Need Assistance: If you have any questions about reporting on dietary supplements,
please contact DSRSupport@fda.hhs.gov. For technical support with submitting a safety report,
please contact SRPSupport@fda.hhs.gov.

Complaint is closed as of this date:

Quality Control signature



mailto:DSRSupport@fda.hhs.gov
mailto:DSRSupport@fda.hhs.gov

RETURN DATE: 5'

RPI STANDARD OPERATING PROCEDURE FOR A DIETARY
SUPPLEMENT RETURN

21 C.F.R. §111.503, §111510, §111515, §111.520, §111.525, §111.530, §111.535, §111.70(e)

Person facilitating return for customer:

Customer Care:

Quality Control Mgr

RPI POLICY: RPI never restocks a returned dietary supplement; HOWEVER, RPI complies
with the FDA regulations on conducting a material review and disposition decision prior
to destroying the returned dietary supplement.

RESPONSIBILITIES:
If Customer Care or QC authorizes a return OR if a customer simply sends in a return

without preauthorization, Customer Care or Quality Control is responsible for contacting
the customer to collect the information if possible. QC is to do a material review and
disposition decision of all returned dietary supplements. Until the material review and
disposition are completed, the returned supplement is held in quarantine.

NOTE: If a return implicates other batches, then an investigation of the manufacturers
processes and specifications of other batches will also be reviewed to determine compliance.

PROCEDURE
INFORMATION THAT MUST BE COLLECTED: QC is to check and initial each ‘line’ as it is

completed.

Customer’s Name

Address

Phone Number:




RETURN DATE:

Email Address:

Name and description of the Dietary Supplement returned:

Batch/batches Number:

Lot Number/numbers:

Nature of the reason for the return.

If known, how the product was used and for how long

Determine whether tests or examinations are necessary to determine
compliance with product specifications

NOTE: As stated above: If the return touches other batches, an
investigation of the other batches manufacturing processes and
specifications will be conducted as well as the batch of the returned
dietary supplement.

If an investigation is done, Review the results of any tests or
examinations that are conducted to determine compliance with product
specifications
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Effective Date: (o~/ & —Z&

Below is a list of more serious complaints involving dietary supplements and
links to file this mandatory report.

Dietary supplements include vitamins, minerals, herbs, amino acids, whey protein, creatine, and
weight loss pills. FDA does not approve dietary supplement products before they are sold to the
public. Therefore, it is particularly important for consumers, health professionals, and industry
members to report serious health-related reactions or illnesses (also known as adverse events) to
FDA, so we can take action to protect the public from unsafe products.

Serious reactions or illnesses may include:

¢ itching, rash, hives, throat/lip/tongue swelling, wheezing

« low blood pressure, fainting, chest pain, shortness of breath, palpitations, irregular heart beat
e severe, persistent nausea, vomiting, diarrhea, or abdominal pain

o difficulty urinating, decreased urination

o fatigue, appetite loss, yellowing skin/eyes, itching, dark urine

e severe joint/muscle pain

« slurred speech, one-sided weakness of face, arm, leg, vision (stroke)
« abnormal bleeding from nose or gums

« blood in urine, stool, vomit, or sputum

« marked mood, cognitive, or behavioral changes, thoughts of suicide
¢ visit to Emergency Room or hospitalization

For Industry:
Members of the dietary supplement industry may now use the reporting form on the Safety

Reporting Portal to meet the reporting requirements established in section 761 of the FD&C Act.If
You Need Assistance:If you have any questions about reporting on dietary supplements,

please contact DSRSupport@fda.hhs.gov. For technical support with submitting a safety report,
please contact SRPSupport@fda.hhs.gov.

How to Report a Problem with Food

o To file a voluntarily report a complaint or adverse event (illness or serious allergic reaction)
related to a food product, you have three choices:
o Call an FDA Consumer Complaint Coordinator if you wish to speak directly to a person about
your problem.

o Complete an electronic Voluntary MedWatch form online.
o Complete a paper Voluntary MedWatch form that can be mailed to FDA.

o If you are a member of the food industry who needs to submit a Reportable Food Registry report
when there is a reasonable probability that an article of food will cause serious adverse health
consequences or death to humans or animals, please visit the Reportable Food Registry page.


mailto:SRPSuppott@fda.hhs.gov
mailto:DSRSupport@fda.hhs.gov

Effective Date: & — /& ~Z¢)

How to Report a Problem with Cosmetics

To voluntarily report a complaint or adverse event (iliness or serious allergic reaction) related to a
cosmetic, you have three choices:

o Call an FDA Consumer Complaint Coordinator if you wish to speak directly to a person about
your problem.

o Complete an electronic Voluntary MedWatch form online.
o Complete a paper Voluntary MedWatch form that can he mailed to FDA.

Also, make sure you report this event immediately to the CEO of the
company.
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