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Preface

Based on the needs of the project and the relevant regulations
formulated by the government in the field of cosmetics,
Jiangnan_China sorted out a handbook on raw material
production and cosmetics filing and listing.

We made this handbook considering that many teams
developing cosmetic raw materials by synthetic biology only
have biological knowledge, but do not know how to turn
experimental products into commodities. Our handbook
introduces the safety experiments, registration channels and
other important precautions required for the registration and
filing of new cosmetic raw materials, which will be of great
reference value to IGEM team and cosmetic raw material
producers for such projects in the future.
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Part .0 Overview: Cosmetic production process

As a consumer of cosmetics, we have no idea how many
evaluations and examine need to be done before the skin care
essence and creams can finally be put into large-scale
manufacture. When we started designing our own products, we
have to learn and consider these contents in advance so as to
ensure that our vision of the product can be successfully realized.

Take our project——"Saccharomyces cerevisiae as the chassis
cell to produce sunscreen” for example. The development and
marketing mainly follow the next process:
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Experiments in the R&D process shall comply with the relevant
provisions of the "Genetic Engineering Safety Management
Measures", the efficacy of the product needs to pass the testing
stipulated Iin the "Cosmetic efficacy claim Evaluation
Specification", and issue the report on cosmetic efficacy. Before
the product is put on the market, the components in the formula
should be inspected according to the "Technical Guidelines for
the Safety Assessment of Cosmetics" and issued a safety
assessment report.

In addition, the application of cosmetics patent is in accordance
with the relevant provisions of "the Patent Law of the People's
Republic of China".

New cosmetics and raw materials need to be registered and put
on record by the Food and Drug Administration. New chemical
substances in raw materials need to be put on record by the
Environmental Protection Bureau in accordance with the
"Environmental Management Measures for New Chemical
Substances".
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PART.01 Research and development of biotechnology-deri-
ved cosmetics-chassis cell selection

In recent years, microbial cell factory is gradually becoming a
highly esteemed star in the cosmetics industry because of its
safety and efficiency. Among them, the popular chassis
organisms include yeast, lactic acid bacteria, bacillus, algae and
so on. Yeast has been given relatively great attention because of
its rich active ingredients (free amino acids, small peptides,
vitamins, etc.). A lot of cosmetics brands like SK-II, Lancome,
Estee Lauder and others have launched the "yeast essence"
publicity, which mainly includes skin whitening, moisturizing,
anti-aging, etc. Different kinds of yeast have their own production
characteristics. When we want to use them to complete the
production of cosmetic ingredients, we might as well choose
them with the help of the following tables [1,2].

Name Advantages Disadvantages Example

The tolerance to

temperature and
organic solvents

Saccharomyces cerevisiae is
widely used in cosmetics. The

) filtrate of the fermentation
is narrow, the

The genetic background is sveilhi product filtrate from SK-/I skin
val e
clear, the operation tools and ; care essence is the fermentation
Saccharomyces . substrate is ) o
. regulation means are mature, . liquor of sake yeast. Similarly,
cerevisiae . o limited (generally ) .
and the industrialization the Genuine Namir’s yeast

glucose), and

experienceis rich
P the preference

water, Fresh’s black tea yeast
extract and Luerling’s wine meal

to produce
mask are also used by
ethanol affects L
) Saccharomyces cerevisiae.
the yield
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Yarrowia | to the synthesis of downstream ] )
livolvii ducts: L hai culture medium; such as carotenoids,
lpolytica pro u? S;-ong .c ain Not good at resveratrol, astaxanthin,
hydrophobic fatty acids can be o .
synthesizing squalene and naringin is
used as the only carbon source; . . :
more complex superior to that obtained in
Strong tolerance ;o
natural products Saccharomyces cerevisiae
Like Yersinia pastoris, Pichia
pastoris is also widely used for
recombinant expression of
Methanol can be ) .
I : terpenoids and polyketones %
usedas the only The Frapertide used in Ander F
Lo carbon source, . ; s
Pichia Tai Ve's mask is the Pichia
i g s ; pentose ; " .
Pichia pastoris pastoris fermentation cytosolic
; s phosphate branch ; ; .
pastoris can utilize o . filtrate, which contains
efficiency is very . . : :
xylose . antibacterial peptide (thirteen
high, and more : ;
. . peptide) and so on. The first is
PPP intermediates ) ]
d NADPH the use of the antibacterial
an ma . .
. y peptide (PICA), and soon. It is
Unconv be conducive to | The research on . . :
. ] mainly used in the fermentation
entional the synthesis of it is limited and oo .
of Pichia pastoris.
yeast complex natural the gene
It can .
. products;lt has the operation
withstand N ) . o .
high ability of platform is not Like Pichia pastoris, Hansenula
'9 post-translational perfect, so it is polymorpha are methanol
Hansenula | temperatu . . - - .
modification more | relatively difficult nutritious yeast, which have
polymorph | re above . . . ;
5 40°C and similar to higher to construct similar compound synthesis
biological proteins | complex natural pathways, but there are few
save
. product related applications
cooling .
synthesis
cost
pathways - -
There is no cosmetics made
from Rhodotorula yeast in the
. . . market, but with the
It is the main strain for the
ducti " ™ development of relevant
Rhodotoru produc l?n © ycope.ne.. © research, industrialization is
fermentation process is simple .
la . expected. For example, Cai
and the process is easy to i
Yiwen ¥ put forward the
control
research and development plan
of lycopene yeast extract
anti-aging eye cream and mask.
Xanthophy | It has the ability to synthesize The research on Phaffia rubra
llomyces natural astaxanthin has not yet reached the stage of

The supply of acetyl CoA and
NADPH in cytoplasm was
sufficient, which was conducive

Lack of research

on physiological
characteristics

and high cost of

There is a lack of examples for

cosmetics production, but in the

existing reports,the biosynthesis
of terpenoids and flavonoids
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Unconv Xanthophy Th h on Phaffia rub,

, llomyces | Ithas the ability to synthesize © research on Fhafia rubra
entional . has not yet reached the stage of
dendrorho natural astaxanthin . o

veast industrialization
us
Strictly
anaerobic; High
nutritional - -
) In recent years, Bifida bifida has
requirements,
. ) become the hot spot of net red.
amino acids,
o s : Estee Lauder’'s small brown
It is rich in glucose metabolizing peptides and ,
- bottle, Lancome’s small black
Bifida yeast3 enzymes; Some other
” . . . e bottle and L'OREAL ‘s youth
(Bifidobacterium) oligosaccharide "bifidus factor” substances
. cryptogram enzyme essence
can promote its growth needto be .
are used in the two fold yeast
added; The ;
cell lysate or fermentation
tolerance i
filtrate.
temperature
window is
narrow
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PART.02 Product Positioning——Our product efficacy

1.Classification

The "Cosmetics Classification Rules and Classification Catalogue"
classifies cosmetics according to efficacy claim, action part,
product dosage form, user group and use method.

The effect claims » 28 categories, including whitening, hydrating,
and cleaning.

The position of action » 13 kinds including hair, head skin, whole
body skin.

Dosage forms » 14 categories including creams, lotions, liquids,
gels

Users » general population, infants (born to 3 years old) and
children (before 3 to 12 years old)

method of use » leaching class and resident class

Besides, cosmetics which cannot be classified according to this
method should be placed in the special cosmetics management.

Cosmetic research and development can refer to the "Cosmetic
Classification Rules and Classification Catalogue" to understand
the category of cosmetics, and then targeted data query and
experimental preparation.

2.Cosmetics efficacy claim =

S
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Cosmetics efficacy claim should be in accordance with the
"Cosmetics efficacy claim evaluation criteria" collated literature
and research data, and according to the requirements of
cosmetics efficacy claim evaluation test, and issued according to
the requirements of the report.

Evaluation of cosmetic
efficacy claims

Standard for Evaluation
of Cosmetic Efficacy
Claims

Cosmetics efficacy claim evaluation test includes human efficacy
evaluation test, consumer test, laboratory test, and all test should
be carried out according to the "cosmetics efficacy claim
evaluation test technical guidelines'.

When conducting the test, researchers shall indicate the test
purpose and the principle and basis according to which the
human body efficacy evaluation test and consumer test shall
determine the number of subjects and subjects according to the
test purpose and statistical principles. When determining the
formal test plan, it is necessary to determine the test cycle, clarify
the evaluation index, indicate the product use method, and
prepare the reference product; Consumer test, laboratory test
should also consider the test place, environment. Finally,
conclusions are drawn according to the test results, and the
adverse reactions/application and limitations of the product are
clarified. 9/24



Generally, cosmetics that claim to have the efficacy of sun-proof,
anti-hair loss, ache and other functions must be tested for human
efficacy evaluation when issuing efficacy claim reports.

The subjects >

The number of participants

Test preparation TR — Determine the test period and clarify

the evaluation index
Scheme Determination Environmental conditions == Sub_]ects Sl ceelitip dn 4o ‘95‘
environment for at least 15 to 30 minutes

Usage, use frequency, use time and cycle,

. i Product Usage =— " ti o
Human efficacy evaluation test use part, use precautions, etc

Test process

Test instrument

Skin observation and evaluation: instruments are
Test method Human titer evaluation test available

Result evaluation: determine the criteria, reference
basis and effective number

Data analysis
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PART.03 Safety Assessment——Preparation before market

The safety testing of cosmetics and raw materials involved in the
registration and filing process shall be evaluated and reported u-
nder the guidance of "the Technical Guidelines for Safety of Cos-
metics" and in accordance with the test testing methods in "the
Technical Specifications for Safety of Cosmetics".

The safety assessment is for both cosmetic ingredients and cosm-
etic products, examining the ingredients themselves and the risk

substances that may be introduced into the preparation process,

and considering chemical and/or biological interactions between

different ingredients in the product.

The safety assessment is divided into risk assessment and toxicol-
ogy study. Risk assessment includes hazard identification,
dose-response relationship assessment, exposure assessment and
risk characteristic description. The relationship between toxicity of
components, dose and exposure level must be obtained. Among
them, the health hazard effect of the hazard identification part
also belongs to the category of toxicological research, which is te-
sted according to the "Cosmetic Safety Technical Specification".
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Dose of harmful effects (NOAEL) ==———=———m—ee_____

. NO NOAE|
TG { The lowest dose at which harmful effects have been (——-—/5
observed (LOAEL)

Evaluation of dose response relationship

Considering the purity,
stability, the reaction

No threshold raw materials — Carcinogenicity Dose description parameter T25

A ST Oy Risk of sensitization —— Expected no induced itization dose (NESIL) i between components,
: Acute toxicity, skin irritation/corrosion, eye irritation/ : transdermal absorption
| corrosion, sensitizati icity, photoallergy, ability

mutagenicity, repeated dose toxicity, teratogenicity, — Technical Specification for Safety of Cosmetics

|
I reproductive and developmental toxicity, chronic toxicity/

Py e Hle [ ihile: (e M| carcinogenicity and other toxicity characteristics
|

! Epi ical i gati ion monitoring and
l clinical adverse eventreporting

~ (1) Categories used in cosmetics

| (2) Exposure |ocation or route: skin, mucous membrane
exposure, and possible inhalation exposure

The exposure assessment | (3) Exposure frequency: including interval use or the

It refers to the assessment of the exposure DU e TEE R e

level of cosmetic raw materials and risk a (azg‘g:e‘“’e’;d exposure: including staying or cleaning ‘
substances to the human body by the =

location, concentration, frequency and |_ (5) Exposure: including the amount of each use and the

5 total amount of daily use, etc.
duration of exposure. : e
I~ (6) Concentration: Concentration in the product

I~ (7) Transdermal absorption rate

L (8) The particularity of the exposed objects: such as
children, pregnantwomen, lactating women, etc.

Threshold raw materials and risk substances — Margin of Safety (MoS) = When MoS2100, it can be judged to be safe
isk Ch. S B i e N The lifetime risk of cancer was less than 10A-6, and it
Risk Characterization reshold raw materials ifetime Carcinogenic Risk (LCR) e it

Sensitization — Acceptable exposure level (AEL)

Toxicological studies include various health hazard effects, repeat-
ed dose toxicity, toxokinetics, transdermal absorption and other
required information.

Acute toxicity, irritant/corrosive, skin sensitization, skin
phototoxicity, skin photoallergy, mutagenicity/
genotoxicity, teratogenicity, reproductive and
developmental toxicity, chronic toxicity/carcinogenicity

Health hazard effect

Includes oral and/or percutaneous toxicity tests for

Repeated dose toxicity e

To quantitatively study the absorption, distribution,

Toxodynamics metabolism and excretion of raw materials and risk
Toxicological study substances in animals at toxic doses

Transdermal absorption

Other toxicological test data

Including human safety test data and population

Population safety trial data epiderriological dats

In accordance with the principles of "risk assessment" and "toxico-
logical study" in the Technical Guidelines for The Safety of Cosmet-
ics, the risk assessment report of cosmetics raw materials and the
safety assessment report of cosmetics shall be issued. 12/24



2. Risk assessment of cosmetic raw materials

The risk assessment of cosmetic raw materials first needs to foll-
ow the "risk assessment" and "toxicological study" for risk assess-
ment.

Secondly, physical and chemical properties are tested to predict
specific toxicological properties, including:

Name of raw material (including general name, commodity
name, INCl name, standard Chinese name, CAS Number, El-
NCES Number, etc.)

Physical state

Molecular formula and relative molecular weight

Chemical properties and purity

Impurity/residue (concentration or content)

solubility

The distribution coefficient

Homogeneity and stability

Uv-vis absorption spectrum

Isomer composition

Functions and Uses

Other relevant physical and chemical indicators (e.g. uv ab-

sorption wavelength and uv absorption spectrum of comp-
ounds for uV-absorbing components)

13/24



According to the sources, cosmetics raw materials can be divided
into mineral sources, plant sources, animal sources and biotechn-
ology sources.

Raw materials created by biotechnology, including raw materials
from genetic engineering, cell engineering, fermentation engine-
ering, enzyme engineering and protein engineering, should all be
issued in the risk assessment report:

The preparation process

-Description of organisms used: including donor organisms,
recipient organisms and modified microorganisms

(genetic engineering, cell engineering and fermentation engineering). Raw
materials from the source of the gene used in the production, vector const-
ruction, engineering bacteria (strains, cells) and other details. If the species
should provide the genus name, species name and species number of the
species, and provide the corresponding Latin scientific name; Provide the
origin of the strain, identification reports (including phenotypic characteris-
tics and genotype-based strain level identification results) and biological,
genetic, and ergonomic characteristics of the strain (strain), as well as stab-
ility study data.)

-Host pathogenicity

‘Toxic components: including biometabolites, toxins produced
-Physical and chemical properties

‘Microbiological quality control measures

-Preservatives and other additives
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3. Safety assessment of cosmetic products

For cosmetic products, the risk assessment of the raw materials

and risk substances must also be carried out in accordance with
the risk assessment procedure.

Also, the physical and chemical stability of the product should be
evaluated. Related physical and chemical indicators should be ev-

aluated based on the specific situation of the product, generally
including the following parameters:

-Host pathogenicity
-Toxic components: including biometabolites, toxins produced
-Physical and chemical properties

-Microbiological quality control measures
-Preservatives and other additives

The product also needs to be evaluated by product microbiology,
and the harmful microbial content should be detected by referring

to the microbiology test method in the "Cosmetic Safety Technical
Specification",
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PART.04 Patent registration-protect our intellectual property

For self-developed cosmetic products, patent applications can also
be made in accordance with the "Patent Law of the People's Repu-

blic of China".

Cosmetic patent

The applicant shall submit the written request, the
specification and its abstract, the claim and other documents

Where the administrative department for patent under The
State Council has made the preliminary examination and
approved the examination, it shall publish it upon the
expiration of eighteen months from the date of application

The request should state the name of the invention or utility model, the name
of the inventor, the name and address of the applicant, and other matters

The specification shall provide a clear and complete description of the invention
or utility model, and shall be subject to the realization by a person skilled in the
relevant technical field; when necessary, there shall be drawings. The abstract
should briefly describe the technical points of the invention or utility model.

The claims should be based on the description, clearly and concisely limiting the
scope of patent protection

Within three years from the date of application, the applicant
shall submit reference materials related to the invention prior to
the date of application to request a substantive examination

Upon the request made by the applicant at any time, the
patent administration department under The State Council
shall conduct substantive examination of the application

Where an application for a patent for invention has no cause for
rejection, the patent administration department under The State
Council shall decide to grant the patent right for invention, issue
the certificate of patent for invention, and register and announce it

The term of invention patent right is 20 years, the
term of utility model patent right is 10 years, and

The patentee shall pay an annual fee starting from the year in which

the term of design patent right is 15 years, both
calculated from the date of filing

the patent right was granted

The patentee voluntarily declares in writing to the administrative
department for patent under The State Council that it is willing to
license any entity or individual to exploit its or his patent, and
specifies the mode and standard for payment of the license fee

The administrative department for patent under The State Council
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PART.05 Registration and filing

Newly-developed raw materials and cosmetics products need to

be registered with the FOOD and Drug Administration before b-
eing marketed.

1. New cosmetics raw materials

The registration and filing of new cosmetic raw materials shall
follow the Provisions on the Management of Registration and Fil-
ing Materials of New Cosmetic raw materials.

The document refines the requirements for registration and filing
materials of new raw materials, subdivides the situation of new
raw materials based on risk management principles, and standar-

dizes the compilation of technical materials related to new raw m-
aterials, with the following key points:
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_ Information of registrant and record holder of new
: ics raw ial

gi and record holders of new ic raw
materials shall register user information through the
information service platform before applying for

registration of new raw materials or putting new raw \ . .
atenalsionirecond! \“ If the registrant or record holder of new cosmetic raw

ials is from abroad, the domestic responsible person

Overview of safety risk monitoring and evaluation system
— for registrants and record holders of new cosmetics raw
materials

= shall fillin the information and submit the authorization
letter and the original notarial certificate of the domestic
responsible person

In case of any change in the following information information
of the registrant, record holder or domestic responsible person
of new cosmetic raw materials, it shall be updated to ensure the
authenticity and accuracy of rel information i ion i
the information service platform.

i Name of registrant, record holder and domestic

ponsible person of new cosmetics raw materials
The letter of authorization of the domestic
responsible person shall contain at least four

ies of and infor i | Scope of authorization

Authorization and authorized relationship

- Mandate

_ Name, address and contact information of the registrant,

The registrant or record holder of new cosmetic raw the record holder and the responsible person within China

materials shall submit four kinds of materials when
applying for the registration of new cosmetic raw
materials or handling the record of new cosmetic raw
materials.

| ~ New raw material development report

_ Research data on preparation technology, stability and
quality control standard of new raw materials

- New raw material safety assessment data

| Raw materials research and development
background

The development report of new cosmetics raw "(Baslcinformatoniofjiawimaterlsls

materials should generally include five types of {—— Raw material usage information
content.

Functional reference data

_ Other materials related to the development of new raw
materials

- Chemical synthetic raw material

Natural ingredients

The preparation process of new raw materials from / - -
different sources has different requirements. Biotechnology comes from raw materials
For raw materials from other sources, submit relevant
- materials according to the characteristics of raw materials
and specific preparation process
The quality control dard of new ics raw Sl bk
materials should generally include three types of <~ Quality specifications and inspection methods thereof
content { Possible safety risk substances and their control standards
The safety evaluation data of new i ials | | Toxicological safety data
should generally include two types of content. - Safety risk assessment materials

The samples of new cosmetic raw materials shall have
complete packaging and labels, which shall include
the name of the registrant, record holder or domestic
responsible person of the new raw materials, the
Chinese name of the raw materials, the name of INCI,
the date of production and the term of use, storage
conditions and other information.

Information about registrants, record holders or entrusted
~ manufacturers of cosmetics produced with new raw
[ | materials

R N N | | Information of cosmetics produced with new raw

The registrant, record holder ord resp bl | ials, including product name, product registration
person of new cosmetic raw materials shall collect and /" certificate or filing certificate number, product production
sort out information and materials in accordance with | | orimport, sales quantity, etc

the relevant requirements of the safety monitoring
period of new cosmetic raw materials, and compile an
annual report on the safety monitoring of new
cosmetic raw materials based on the collected The adverse reaction monitoring system, statistical

information and materials. | e ke T
| [for produced with new raw materials

_ Supervise spot check, investigation and recall of cosmetics
produced with new raw materials

,“ The risk g and system
- and measures of cosmetics production enterprises using
new raw materials

Where the registrant, record holder or domestic responsible person of new cosmetic raw materials finds any
situation that should be reported to the technical evaluation institution in accordance with the Measures for the

Admini ion of C ics Registration and Record, or other dr thatit iders y toreport, It
shall immediately collect and organize the basic information of new raw materials, production and use, cause
analysis of safety problems or emergencies, disposal es and tr t results, etc., prepare safety risk

hnieal 1

control reports of new cosmetics raw materials, and submit them to the
information service platform.

1 institutions through the
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The preparation of archival materials includes 9 parts: application
form, development report, preparation process, stability, quality
control standard, safety standard, functional basis, technical requ-
irements and sample preparation.

Take the new cosmetics raw materials with the functions of suns-
creen, freckle whitening, hair loss prevention as examples. In ter-
ms of test and detection:

Stability:

-Destructive test ]
-Accelerated test
-Long-term storage test

Safety Standards -- Review of toxicological safety Evaluation:

-Acute oral or acute percutaneous toxicity test;

.Skin and acute eye irritation/erosion test

-Skin allergy test

-Skin phototoxicity test (including photoirritation and photoa-
llergy, raw materials with uv absorption characteristics need
to do this test)

-Photoallergy test (this test should be done when raw mater-
ials have uv absorption characteristics)

-Mutagenic test (should include at least one gene mutation
test and one chromosome aberration test)

-Oral or percutaneous toxicity test of repeated dose (oral toxi-
city test of repeated dose is provided if oral ingestion of the
material is likely to be used in cosmetics)
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Function basis:
Scientific literature/regulatory
In vitro studies

material

(Animal test and human test should be carried out selectively according to

specific needs)

2. Cosmetics

Cosmetics registration and filing mainly follow the following laws

and regulations:

1) Administrative Measures for Registration and Filing of Cosmetics
The registration and filing process of cosmetics is as follows:

Measures for the
application materials as
by sDA

administration of registration
and filing of cosmetics

The applicant shall submit

required Record completion

shall lete the

The accepting institution shall transfer the The
application materials to the technical evaluation formal
institution within 3 working days after accepting
the application for registration

xamination of the applicatic

materials within 5 working days from the
date of receiving the application

The National Medical Products Administration shall, within
20 working days from the date of receipt of the technical

Within 90 working days from the date of the legality,
receiving the application materials, the standardi and i ity of the technical evall
chnical luation institution shall i p dure and and make a decision on whether
and carry out the technical evaluation to grant reg The pting institution shall, within
ding to the reqp of the 10 working days from the date when the SDA makes the
technical evaluation decision of ini i ination and app , issue

the registration certificate of new cosmetics raw materials
to the applicant or the written decision of non-registration

A safety monitoring system shall be

i d for new ic aw

that have been registered and put on record,
and the period is 3 years, starting from the
date when the cosmetics that use new
cosmetic raw materials for the first time get
registered or put on record

The registration certificate of cosmetics is
valid for 5 years. After obtaining the
registration certificate, the registrant will
upload the label pictures of the products for
sale to the information service platform for
the public to inquire before the products are
put on the market

Registrants and archiviers of new
raw materials shall summarize and analyze
the use and safety of new cosmetic raw
materials within 30 working days prior to
the pletion of the safety itoring of
new cosmetic raw materials, and form an

that use new cosmetics raw materials to

Registrants and record holders of cosmetics

produce cosmetics shall timely report the use
and safety of new cosmetics raw materials to
registrants and record holders of cosmetics

annual report and submit it to the SDA

If the special cosmetics registration certificate

needs to be extended upon expiration, the
registrant shall apply for extension of
registration within 90 to 30 working days

Three years after the completion of the safety
monitoring of new cosmetic raw materials, the
technical evaluation agency shall put forward

prior to expiration of the product registration
i If the lication for ion of
registration is not submitted within the time

materials meet the safety requirements to the
State Medical Products Administration

on the new ic raw

limit, the application for extension of
registration will not be accepted

The pting institution shall duct formal

of the appli materials within 5
working days after receiving the application for
extension of registration, and accept those
meeting the requirements, and issue a new
registration certificate to the applicant within 10
working days from the date of acceptance. The
validity of the registration certificate shall be
recalculated from the next day after the expiration
date of the original registration certificate

In the process of registered
technical examination, the
technical examination
institution may, if necessary,
notify the examination and

inspection institution to carry
out on-site inspection. The
time spent on site inspection
shall not be counted within
the time limit of review.
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2) Provisions on The Management of Cosmetics Registration and
Filing Materials

The document provides detailed provisions on "requirements for
user information related materials, requirements for registration
and filing materials, requirements for changes, requirements for
continued cancellation and other matters", with the following key
points:

Registration information sheet and resume of quality
[ Landsatety person incharge
| [overiew of quality managemert system for registrant
| and record holder

f
{ Overview of adverse reaction monitoring and |

{

When applying for the registration of special cosmetics !/ evaluation system for registrant and record holder

or going through the filing of ordinary cosmetics for the

first time, the domestic applicant for registration, the

[ | filing and the domestic responsible person shall submit

|| the relevart information of users. |\[Original power of attorney and notarial certificate of
| " the responsible person in China

Overseas registrants and record holders shall submit
\ | information forms of domestic responsible persons

| | [1¥the registrant or record holder produces by himself or entrusts an

[ \

‘ overseas production enterprise to produce, it shall submit the

—{ User information related data requirements H information form of the production enterprise and the information of

the personin charge of quality and safety, and fill in the information
| of the existing terprise and its ii ionin a lump
‘\ sum. If the production enterprise is overseas, it shall submit the

original documents certifying the overseas production standards

In case of any change in user information or related materials,
\ | it shall update them in time to ensure the authenticity and
accuracy of user information and related materials in the
registration and archival information service platform.

Cosmetics Registration record Information
/| Form and related materials
/‘,{ Product name information

f
When or putting on record, a registrant H(/*{ Product formula

—{ Registration and filing requi or a record-keeping person shall submit seven & |
categories of materials \
\{Sample product label
. . . . - |\ = 0
Provisions on the administration \\{ Product inspection report
of registration and filing materials \{ Product safety assessment materials

of cosmetics

Where there is a change in the registered items of a registered product,
the relevant materials shall be submitted before the production or
import of the product to be modified, and the production or import
may be made only after the completion of the corresponding changes

[
| [Where there is a change inthe archival record items of the products for
3 archival record, the relevant materials shall be submitted before the
Change Requirements [\ | s to be changed are put on the marketor imported, and only
after the corresponding changes are completed may the products be
\\ put on the market or imported.

\J Products manufactured, marketed or imported before the change may
be sold to the end of the shelf life.

for Renewal of Registration |

y
certificate —{ Description of product self-inspection |

[ | shall submit three types of materials According to the adjustment of current regulations and standards,
the corresponding product inspection report shall be submitted

Application for extension of validity of
special cosmetics registrati

Renewal, cancellation and other
requirements \ The general situation of production and import of the products, as
well as the production stoppage during the period
Product c i with laws and ions, mandatory
national standards, technical self-check

\J The annual report of ordinary cosmetics
should include two categories ¢

In addition, after the completion of registration, listing and circula-
tion of cosmetics, routine testing should also be carried out accor-
ding to the "Technical Guidelines for Cosmetic Safety Assessment".
Production and business activities should be standardized in acco-
rdance with the "Regulations on The Supervision and Management
of Cosmetics".
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Resources

RN EFRITEMAED
Cosmetic efficacy claim Evaluation Standard
(Ll fmdr 2EMEN 5y 25 B R
Classification rules and catalogue of cosmetics
(LlrmBzREIFERASN)
Technical guide for safety assessment of cosmetics
Ll mz e ARNE)
Technical specification for safety of cosmetics
et miESEBEEGD
Regulations on the Supervision and Administration of Cosmetics
CPEARZEMEERIE)
Patent Law of the people's Republic of China
R ERLE M & R AR EERED
Provisions on the Administration of Registration and filing of New
Cosmetic Raw Materials
(it MERZERE)
Measures for the Administration of Cosmetics Registration and filing
(L@ MER TR EENE)
Provisions on the Administration of the Registration and filing of
Cosmetics
(BEIREEEDZE)
Measures for the Management of genetic Engineering
CRTIL 2 BIMEE IR E)
Measures for Environmental Management of New Chemical
Substances

*All regulations mentioned are Chinese legislation
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iGEM Cosmetic Projects

Technion_lsrael

Technion, Haifa, Israel 2015

By designing Bacillus subtilis, a bacte-
rium found naturally on scalp, we can

provide hair growth and hair care pro-
ducts for baldness patients.

SCAU-China

South China Agricultural University,
China 2016

Using rice {(Oryza sativa L.) as chass-
is organism to produce a genetical-
ly modified organism (GMO) name-
d aSTARIce, which enables biosynth-
esis of astaxanthin in the rice endos-
perm. Our products consist of purifi-
ed astaxanthin powder and some ki-
Nnds of preliminarily-processed prod-
ucts (e.g. astaxanthin mask).

23/24



SSTI-SZGD

SHENZHEN INSTITUE OF TECHNOLOGQY,
China 2018

By introducing a hydrolase gene, we con-
structed a B. Subitilis strain that is able to
biosynthesize LMW-HA and developed a
novel cosmetic product: HA Micro-Needle
Patch.

XH-China

High school, China 2020

Our team expressed keratinase thr-
ough genetically edited plasmid,
and designed a mild skin care prod-
uct to solve a series of skin problems,
such as dryness, itching and redness.

M ZOill

Jiangnan_China €
Jiangnan University, China 2021

14000 tons of sunscreens are deposited

into the ocean annually and then worsen
the coral bleaching. We aim to engineer
S.cerevisiae to produce an eco-friendly

bio-sunscreen made of gadusol to balance
the use of sunscreen and protection of corals.




Contact Us:
1024180213@stu.jiangnhan.edu.cn
http://2021.igem.org/Team:Jiangnan_China




