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Gowning qualification — A programme that establishes, both initially and on a periodic basis, the capability

of an individual to don the complete gown.
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7.1 The manufacturer should ensure that there are sufficient appropriate personnel, suitably qualified,
trained and experienced in the manufacture and testing of sterile products, and any of the specific
manufacturing technologies used in the site’s manufacturing operations, to ensure compliance with GMP
applicable to the manufacture and handling of sterile products.
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7.2 Only the minimum number of personnel required should be present in cleanrooms.
The maximum number of operators in cleanrooms should be determined, documented and considered

during activities such as initial qualification and APS, so as not to compromise sterility assurance.
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7.3 All personnel including those performing cleaning, maintenance, monitoring and those that access
cleanrooms should receive regular training, gowning qualification and assessment in disciplines relevant
to the correct manufacture of sterile products.

This training should include the basic elements of microbiology and hygiene, with a specific focus on
cleanroom practices, contamination control, aseptic techniques and the protection of sterile products (for
those operators entering the grade B cleanrooms and/or intervening into grade A) and the potential
safety implications to the patient if the product is not sterile.

The level of training should be based on the criticality of the function and area in which the personnel

are working.

Ch MIH, fXI2s, RUEYS -5 U P EUsts HYAS Zeet 2E HYUA2 &7
o|ofFe| SHIE M=ot TSt 7MY ug - 2H, WO HAYEI U E-AL0| cist FIE Rofof
ehCt.

usg - 282 04259 7|12 24, P4 U HY, 29 &2, 74 7|8, F2YAFe H=(BSE ¥H
4o EY == ASE FEH W Ao ZHdstE AU ol SEE £ 43, 281 HFol B
E|X| b2 de 2Xtol tHPo 0/ £+ A= S ZSHOL SiCt

ug -2 +FE2 AU o Y H HYFH mat ZYE|ofoF BHCL.

2024-11-01(V00), K.M.Kim HOo[X] 2 / 11 Knowledge Sharing of Bio-Support




M2 HHE 1(Annex 1)0|A2] Personnel 2 FAEHS?

Bio-Support

7.4 The personnel accessing grade A and B areas should be trained for aseptic gowning and aseptic
behaviours.

Compliance with aseptic gowning procedures should be confirmed by assessment and periodic
reassessment at least annually, and should involve both visual and microbial assessment (using
monitoring locations such as gloved fingers, forearms, chest and hood (facemask / forehead). See
paragraph 9.30 for the expected limits).

The unsupervised access to the grade A and grade B areas where aseptic operations are or will be
conducted should be restricted to appropriately qualified personnel, who have passed the gowning

assessment and have participated in a successful APS.

7.5 Unqualified personnel should not enter grade B cleanrooms or grade A in operation.

If needed in exceptional cases, manufacturers should establish written procedures outlining the process
by which unqualified personnel are brought into the grade B and A areas.

An authorized person from the manufacturer should supervise the unqualified personnel during their
activities and should assess the impact of these activities on the cleanliness of the area.

Access by these persons should be assessed and recorded in accordance with the PQS.
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7.6 There should be systems in place for the disqualification of personnel from working in or given
unsupervised entry into cleanrooms that is based on aspects including ongoing assessment and/or
identification of an adverse trend from the personnel monitoring programme and/or after being
implicated in a failed APS.

Once disqualified, retraining and requalification should be completed before permitting the operator to
have any further involvement in aseptic practices.

For operators entering grade B cleanrooms or performing intervention into grade A, this requalification
should include consideration of participation in a successful APS.
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7.7 High standards of personal hygiene and cleanliness are essential to prevent excessive shedding or
increased risk of introduction of microbial contamination.

Personnel involved in the manufacture of sterile products should be instructed to report any specific
health conditions or ailments which may cause the shedding of abnormal numbers or types of
contaminants and therefore preclude cleanroom access.

Health conditions and actions to be taken with regard to personnel who could be introducing an undue

microbial hazard should be provided by the designated competent person and described in procedures.
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7.8 Personnel who have been engaged in the processing of human or animal tissue materials or of
cultures of micro-organisms, other than those used in the current manufacturing process, or any activities
that may have a negative impact to quality (e.g. microbial contamination), should not enter clean areas
unless clearly defined and effective decontamination and entry procedures have been followed and

documented.
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7.9 Wristwatches, make-up, jewellery, other personal items such as mobile phones and any other non-
essential items should not be allowed in clean areas.

Electronic devices used in cleanrooms, e.g. mobile phones and tablets, that are supplied by the
manufacturer solely for use in the cleanrooms, may be acceptable if suitably designed to permit cleaning
and disinfection commensurate with the grade in which they are used.

The use and disinfection of such equipment should be included in the CCS.
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7.10 Cleanroom gowning and hand washing should follow a written procedure designed to minimize

contamination of cleanroom clothing and/or the transfer of contaminants to the clean areas.
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7.11 The clothing and its quality should be appropriate for the process and the grade of the working
area. It should be worn in such a way as to protect the product from contamination.

When the type of clothing chosen needs to provide the operator protection from the product, it should
not compromise the protection of the product from contamination.

Garments should be visually checked for cleanliness and integrity immediately prior to and after gowning.
Gown integrity should also be checked upon exit.

For sterilised garments and eye coverings, particular attention should be taken to ensure they have been
subject to the sterilisation process, are within their specified hold time and that the packaging is visually
inspected to ensure it is integral before use.

Reusable garments (including eye coverings) should be replaced if damage is identified, or at a set
frequency that is determined during qualification studies.

The qualification of garments should consider any necessary garment testing requirements, including

damage to garments that may not be identified by visual inspection alone.
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7.12 Clothing should be chosen to limit shedding due to operators’ movement.
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7.13 A description of typical clothing required for each cleanliness grade is given below:
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i. Grade B (including access / interventions into grade A): appropriate garments that are dedicated for
use under a sterilised suit should be worn before gowning (see paragraph 7.14).

Appropriately sterilised, non-powdered, rubber or plastic gloves should be worn while donning the
sterilised garments.

Sterile headgear should enclose all hair (including facial hair) and where separate from the rest of the
gown, it should be tucked into the neck of the sterile suit.

A sterile facemask and sterile eye coverings (e.g. goggles) should be worn to cover and enclose all facial
skin and prevent the shedding of droplets and particles.

Appropriate sterilised footwear (e.g. over-boots) should be worn. Trouser legs should be tucked inside
the footwear.

Garment sleeves should be tucked into a second pair of sterile gloves worn over the pair worn while
donning the gown.

The protective clothing should minimize shedding of fibres or particles and retain particles shed by the
body.

The particle shedding and the particle retention efficiencies of the garments should be assessed during
the garment qualification.

Garments should be packed and folded in such a way as to allow operators to don the gown without

contacting the outer surface of the garment and to prevent the garment from touching the floor.
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ii. Grade C: Hair, beards and moustaches should be covered.
A single or two-piece trouser suit gathered at the wrists and with high neck and appropriately disinfected
shoes or overshoes should be worn.

They should minimize the shedding of fibres and particles.
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iii. Grade D: Hair, beards and moustaches should be covered.

A general protective suit and appropriately disinfected shoes or overshoes should be worn.

Appropriate measures should be taken to avoid any ingress of contaminants from outside the clean area.
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iv. Additional gowning including gloves and facemask may be required in grade C and D areas when

performing activities considered to be a contamination risk as defined by the CCS.
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7.14 Cleanroom gowning should be performed in change rooms of an appropriate cleanliness grade to
ensure gown cleanliness is maintained.

Outdoor clothing including socks (other than personal underwear) should not be brought into changing
rooms leading directly to grade B and C areas.

Single or two-piece facility trouser suits, covering the full length of the arms and the legs, and facility

socks covering the feet, should be worn before entry to change rooms for grades B and C.
L ATESE [ BT [E should not present a risk of contamination to the gowning area or processes.
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7.15 Every operator entering grade B or A areas should gown into clean, sterilised protective garments
(including eye coverings and masks) of an appropriate size at each entry.
The maximum period for which the sterilised gown may be worn before replacement during a shift should

be defined as part of the garment qualification.
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7.16 Gloves should be regularly disinfected during operations.
Garments and gloves should be changed immediately if they become damaged and present any risk of

product contamination.
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7.17 Reusable clean area clothing should be cleaned in a laundry facility adequately segregated from
production operations, using a qualified process ensuring that the clothing is not damaged and/or
contaminated by fibres or particles during the repeated laundry process.

Laundry facilities used should not introduce risk of contamination or cross-contamination. Inappropriate
handling and use of clothing may damage fibres and increase the risk of shedding of particles.

After washing and before packing, garments should be visually inspected for damage and visual
cleanliness.

The garment management processes should be evaluated and determined as part of the garment

qualification programme and should include a maximum number of laundry and sterilisation cycles.

Cl. XjALE 758t W79 HYS2 WMHSEa M| 2ol ME A20M MEsior 5tH, S ME

= [
3 ARt EHEAHL ] E= UXE S AKX UEE HBE Y22 djjof stot

!
HEF NS o9 EE @A 9% 0| glojof Bt

Meme WS HIAH 490 242 Y YRV WoiY ¥ £Y £ 9Art

SU=S M 5| TR Mol 24 offiol EES AT HAOF Bt

s Ba| WAE HYS AWl YME WL U ZHEO|o} ok AC| M B4 U B F7IS
E3fefo et

2024-11-01(V00), K.M.Kim HOo|X] 9 / 11 Knowledge Sharing of Bio-Support




ME22 HE 1(Annex 1)0IAM2| Personnel 2 TAIEH2?

Bio-Support

7.18 Activities in clean areas that are not critical to the production processes should be kept to a minimum,
especially when aseptic operations are in progress.

Movement of personnel should be slow, controlled and methodical to avoid excessive shedding of
particles and organisms due to over-vigorous activity.

Operators performing aseptic operations should adhere to aseptic technique at all times to prevent
changes in air currents that may introduce air of lower quality into the critical zone.

Movement adjacent to the critical zone should be restricted and the obstruction of the path of the
unidirectional (first air) airflow should be avoided.

A review of airflow visualisation studies should be considered as part of the training programme.
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GMP & Validation Solution Consulting Services

We know what YOU need in the area of GMP & Validation,
We offer a full scope of GMP & Validation Solution Consulting Services.

HIO|@MZE ‘HEH QAL ZE 00| M| THEL{(Qur Partner)

HIO|2MZE = CH3o| MEL|Qt e “H|2Hlo| WRAHQ EctEa 0|4 MH|A(PharmaBio Value Chain

Collaboration Service)"E H|&dt1 UASLICE

Tofflon Science and Technology Group ~~ https://global.capa-city.cn/

v Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)

TOfron v' Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

Tofflon Life Science ~~ https://www.tofflon-lifescience.com
v Biological Product(DS: USP & DSP)) + DP) Production Line Equipment(Total Solution)
v Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

9.0 Shanghai IVEN Pharmatech Engineering Co., Ltd.~~ https://www.iven-pharma.com/
I/VEn ’9‘ v Aseptic Drug Product(DP+Lyophilization) Production Line Equipment(Total Solution)
v Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

Vﬁ;&l Yichun Wonsen Intelligent Equipment Co., Ltd. ~~ http://www.wonsen.net/
v" OSD Production Line Equipment(Total Solution)

5@ Hangzhou Shengde Machinery Co., Ltd.(SED Pharma)~~ https://sedpharma.com/
B v Aseptic Filling Line Equipment / OSD Production Line Equipment

@® Shanghai Pharmaceutical Machinery Co., Ltd (SPM)~~ https://www.spm.so/
v Aseptic Filling Line Equipment / OSD Production Line Equipment

_QLWES International” | Lives International~~ https://lives-international.com/
SRMWOO S&T v GMP Validator/Data Logger for Thermal Validation

“H|2Hio| 2 WHEHQl ZEtE 0] AMH|A(PharmaBio Value Chain Collaboration Service)"S & 0{2{&£9|
HO[X} DELHQ @HIO|RMEELQ} SH A™sH BAIZM £ 522 : gmp@biosupport.co.kr
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