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Purpose of the Risk Assessment

At the very basic stage of design the Risk Assessment is carried out to verify that all features are
taken into consideration to avoid the risk of failure of critical GMP and EHS parameter in the
equipment.

During study, all GMP, EHS and operational parameters will be identified and assessed for the
risk, appropriate mitigation will be proposed and verification point will be identified and defined.

The Risk Assessment report is produced to provide the documented evidence that design concepts
or requirement are complete in considering all GMP, EHS and operational risks.
Background

Risk Assessment shall be prepared for the Vial Depyrogenation Tunnel as Vial Depyrogenation
Tunnel will be installed in the existing sterile formulation facility.

Actions generated from Risk Assessment

[Comment: Mention here the actions generated from Risk Management process as a Risk
Reduction process]

S.No. | Action Responsible/Due Date | Department

Risk Communication:

Risk shall be communicated to Quality Assurance, Engineering and User (system owner)
department.

Risk Review:

S.No. Document Name Document Number | Outcome of the review

[Comment: Mention the previous risk assessments report/document numbers for the same
product/document/equipment/area/topic, identified from risk assessment report log].

Attachments
NA

Detailed Risk Assessment process for qualitative approach
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Input & Charging
Equipment not pifferent Vibal Verification shall be
1 Vial size suitable for different No NA Operational 312€s mady not 'tﬁ Medium performed at the time | Acceptable
' size of Vials processe . wi of qualification
same equipment. activities
= Functionality shall be
. Vials incorrect ) _ _ checked at the time
: Vial  jamming, of qualification
motion on  the . -
Transport of transport belt. Vial - rupture, activities
2 . . Yes Vial  cosmetic No High « The level of the | Acceptable
: Vials » Infeed guide to NA . )
damage may take infeed guide to
tunnel not properly
. . . lace. tunnel shall be at the
aligned with Vial p level of Vial
Washing machine same Jevel O Via
' washing machine out
feed.
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damage to vials

maintained, against set
value with feedback of
actual speed.

Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
= MOC of the side
walls of the conveyor
shall be GMP
. . compliant & with
Transport of Abra5|c_)r? of VI?IS due . . smooth surface
3. | vials to attrltlor) with the Yes Damage to vials No NA High finish. Acceptable
conveyor side walls. - The suitability of the
materials shall be
proven by certificate/
manufacturers
declarations
Tunnel may run
without any The tunnel conveyor
Transport of . . vials. . .
4 vials No vials at infeed of Yes Downstream No NA High sh_ogld stop in case of | Acceptable
tunnel - minimum  load at
equipment infeed
functioning may Infeed.
be hampered.
The control system
shall have suitable
Transport of . Improper ; mechanism to ensure
High/ low transport .
5. | vials ol sped P Yes | depyrogenation; No NA HIGh | desirable  speed  is | 7 ccePtable
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Depyrogenation Speed synchronization
process and between Vial washing
Transport of Frequent stopping of downstream machine and tunnel Accentable
6. | vials tunnel due to no vials | Yes | equipment No NA High shall be carried out and P
at infeed. functioning shall proper  connectivity
be hampered. should be established
and qualified.
Vials with . .
Transport of Un-dried Vials enter moisture  when N High Functionality shall be A bl
7. Vials the heating zone of Yes exposed to very 0 NA 19 Ve”f'eq during ceeptable
tunnel directly. high temperature execution . of
may break. gualification studies
Process
Air Supply Particle laden air o
(Drying _ _ may enter _ Monitoring ~ of ~ the
8 L Inadequate air quality Yes chamber and No High nonviable particle | Acceptable
- | Depyrogenation . NA L
3 lead to Vial concentration in tunnel
& Cooling zone) contamination. during qualification.
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& Cooling zone)

filter or affect

efficiency.

its

contamination of
Vials

operation of blowers to
safeguard HEPA

filters.

Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
= Non-uniform _
air distribution . Integrlty_ test  of
Air Supply leading © gea?o?r:g;ers Szzﬂ:ir?g
i . . improper e
9. (Drying, . Chokmg/ Leakage in Yes depyrogenation No High qualification. Acceptable
Depyrogenation | HEPA filter NA ) i
; : = Integrity testing shall
& Cooling zone) - Contamination also be performed at
of Vials due to regular intervals as
particle laden per SOP.
air.
Air Supply Integrity | hall b
; ; ; ; ; ; Functionality shall be
(Drying, HEPA filter integrity checking is a . e .
10. | Depyrogenation | cannot be performed. Yes | omp No NA High Z)i(relc]:c:ﬁ?on dur":)% Acceptable
& Cooling zone) requirement. qualification studies
Air Supply High tempe:rature in Damage_ to Heater ON/ OFE
(Drying depyrogenation zone HEPA filter may action shall be
' . HEPA Y I N High i i A I
11. | Depyrogenation may damage es ead to 0 NA ig interlocked with the | Acceptable
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Unidirectional
Air Supply airflow is Smoke study shall be
(Drying, Non-unidirectional air requirement for . carried out during
. N Y N High N A I
12. | Depyrogenation | distribution ® | Grade A ° NA ‘9" | qualification to | Acceptable
& Cooling zone) classification demonstrate
level unidirectional air flow.
: Improper Vial Functionality shall be
. In rofl o . y
13 Air flow . a_dequate al ow Yes sterilization & No High verified during | Acceptable
: inside all 3 zones. . NA .
depyrogenation execution of
gualification studies
= Adequate air velocity
. . shall be maintained
'gt" f'g"(‘;."‘"” be below the HEPA
drﬁglé:reect’ional filters in all 3 zones,
Air velocity Air  velocity  not : No High so as to maintain | Acceptable
14. adequate Yes air floyv shall not NA unidirectional air
be maintained up flow
to conveyor e .
level. = Verification of air
velocity  performed
during qualification
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Once through system
is installed for all 3 Ineffective - h | hall b
. . . 00 much energy Functionality shall be
. zones i.e.  entire heatin or .
15. | Air flow suoolv air from all 3 Yes cooling i Energy loss | shall be consumed High verified during | Acceptable
PRly 9 in  heating or execution of
Zones is exhausteq out respective zone. cooling fresh air. qualification studies
without recirculation.
Improper residence e
. Conveyor belt speed time affects the . Verification of
16. | Conveying ; Yes - No High accuracy of conveyor | Acceptable
low/ high validated NA )
d . speed during
epyrogenation e
qualification
cycle.
Depyrogenation Functionality shall be
. Internal or outfeed : . .
17, Vial Transport ates opening low Yes of different sizes No NA High verified during | Acceptable
g pening fow. of Vials not execution of
possible. qualification studies
|
Internal or out feed t:rzdpeecll;?:r}e Al hall b
; arm sha e
. n o .
18 Vial Transport ga}tes. openings oo Yes distribution No High provided in case of| Acceptable
: wide; No control on . NA .
inside tunnel malfunction of gates or

gate position

Zones.

sensor faulty
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Inadequate Suitable system shall
_ _ temperature be provided to (egulate
Air extraction flow distribution the exhaust air flow
19. | Exhaust too high; Exhaust air Yes o No NA High from the | Acceptable
too hot. inside . depyrogenation
depyrogenation chamber so as to
zone. ensure effective

heating of Vials.

= Smoke study shall be

» Inadequate performed  during

temperature OTTE
Differential pressure distribution qualification to
between  different inside tunnel demonstrate
50, | Vial transport Jones  camnot be | Y& |. May lead to No NA High differential pressure. | Acceptable
- P = Alarm  shall  be
maintained contamination m
of sterile, provided in case the

depyrogenated differential pressure
Vials. between zones goes

out of limit
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
= Alarm  shall  be
provided in case
Low temperature C\/e::IL?r?g / zzﬁfy not
o1 | Heating inside  the drying Yes Inadequate Vials No NA High Routine maintenance Acceptable
zone. drying ) :
of heating system
shall be carried out
as per preventive
maintenance SOP.
High  temperature Vial damage or fhrequent ch%ckting 0}‘:
. - . e wear and tear o
9o | Heating inside _ the Yes rupture;  HEPA No NA High the heating element as Acceptable
depyrogenation zone filter burning oer preventive
maintenance SOP.
= Alarm provision in
case heating system
Low temperature . faulty.
o3 | Heating inside _ the | Yes l?:gﬁgggtoenwag No NA High - Routine maintenance Acceptable
depyrogenation zone. depyrogenation. of heating system
shall be carried out
as per preventive
maintenance SOP
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
= Temperature mapping
Inhomogeneous sha!l be _p_erfo_rmed
o4 | Heatin Heat_ distr_ibuj[ion d_istribution of No Hiah during qualification. Acceptable
' g profile  (ventilation) | Yes | air, NA g » Tunnel should  be P
not proper. depyrogenation capable to reduce the
not reproducible en_dotoxm load in the
Vial by more than 3
log.
. . Chances of Vial Conveyor belt should
25 i:/(i);l;ng of ;/d?lsfe(tazm%iratclgg”nég Ves dam;geh due to No NA High stop in case set_cooling Acceptable
zone too high rapid change in temperature is  not
temperature. achieved.
Cooling zone
Cooling of = Chilled water low/ temperature shall Functionality shall be
26. . no flow Yes not be No NA High verified during | Acceptable
Vials - High  temperature maintained; Vial execution of
chilled water supply temperature qualification studies
high.
Chilled  water caoil
cleaning  will  be
o7 | Cooling ;lae:*\;ge/ Ch:ﬁ?@”gg Yes C(_)oling of the No NA High performed at regular | Acceptable
working Vial inadequate intervals as per SOP
for preventive
maintenance.
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
insufficient N Equipment _ Functionality shall be
28. | Compressed air nsutticien ° Yes operation will be No NA High verified during | Acceptable
pressure . execution of
disturbed L .
gualification studies
Discharge
‘ Co-ordination between
Output . © No impact on Proper flow of the each of these m_odules
29 Output from depyrogenation tunnel No depyrogenation Operational | Vials ets | Medium shall be  carried-out Acceptable
" | Tunnel is not synchronized rgz/esg P disturbed g and N proper P
with filling machine. P ' connectivity shall be
established and
qualified.
Maximum No impact on Vial fall off
. ials may fall o
mul . . - .
3. | o accumulation at out No depyrogenation Operational | due to  high High Tunn_el conveyor sha_II Acceptable
. ut feed feed buffer rotary : stop in case out feed is
process accumulation  at full
plate. out feed ufl.
Equipment Construction- Internal Surface
Metallic The material may not MOC not The suitability of the
componentsin | be  suitable;  may resistant - materials  shall  be
. . . Yes . . No NA . . Acceptable
31. | direct contact contaminate Vials Interaction with High proven by certificate/ P
with Vials during sterilization media possible manufacturers
declarations
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
¢ Food grade

polymeric  material

. . certificate/
Polymeric  materials

. . Shall lead to . declaration have to
32, Polymenc are not compatible Yes contamination of No NA High be provided by Acceptable
materials and are not .
Vials. vendor
replaceable

e The easy change of
gaskets should be

possible.
Uneven and
. improperly Weld reports/
Weld  joints  not . o .
33. . ' ground weld No Na High certificate/ declaration | Acceptable
Y . . .
Welding Joints grz(c)ju;rier?ot assric\)/gierzgl € joints will form a have to be provided by
P space for dust vendor.
accumulation.
May lead to
improper The suitability of the
cleaning of the materials & roughness,
34. | Metallic Internal surface surface which No NA High Ra < 0.8 um shall be Acceptable
S gy Yes - e
contact parts. finishing insufficient will  lead to proven by certificate/
microbial growth manufacturers
hence Vial declarations.

contamination
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
_ Functionality shall be
3. Insulation Material not suitable Yes Leads tp . No NA High Ve”f'eq during | Acceptable
contamination execution of
gualification studies
Equipment Construction- External Surface
The suitability of the
External surface of May lead to the _ materials ~ shall — be | A ..iapje
36. | surface equipment is not Yes | clean room No NA Medium | proven by certificate/ P
suitable contamination manufacturers
declarations.
External surface
should be free from
External finish of . sharp edges, corners,
37. | Finishing equipment is not Yes M_ay Iegd to the No NA Medium crevices  etc.,  all Acceptable
microbial growth :
proper. metallic external
surface shall be matt
or mirror finished.

Cleaning
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
e Parts  which are
required for cleaning
shall be provided
Accumulation of with quick fixing
particles, . arrangement
38. Cleaning Difficult cleaning es contamination of No NA High e The design of the Acceptable
clean room complete equipment
possible shall ensure adequate
clean ability (smooth,
SS 316 or better
surface).
e Labels affixed on the
Labeling of Labeling of Prerequisite for crelqu;pm(_erlt SthOUId be
39. ije :)r;]ger?ts components/ media Yes qualification No NA Medium ca re5|s-an. Acceptable
P inappropriate &maintenance o All Iabel_lmg shall _be
done in  English
language and
according to P&ID
PLC/ Control System
Possibility ~ of The equipment shall
40. | Process Process  parameters human error No NA High control &  detect | Acceptable
. are not controlled Yes leads to a failure mode
automation . .
automatically. process which is automatically.
not validated
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Operating
Man-machine Process / process personnel must
41, Interface status not visible for Yes have knowledge No NA High NA Acceptable
operating personnel. on the process
status
Pre-requisite for The language on the
42, Man-machine _Dlspl_ay language not Yes the GMP No NA High display of MMI shall Acceptable
Interface identified. compliant be Enalish lanauage
operation g guag
i . Monitoring of GMP Basic GMP . Monitoring of GMP
43 II\/Ian machine relevant data not Yes . No NA High relevant data should be Acceptable
nterface - requirement .
possible possible
. e Diagnostic  function
Ba5|_c GMP ] test for the same shall
requirement; .
Ly be carried out as part
Critical process of qualification
44. | Man-machine Recorder failure Yes parameters & No NA High activity. Acceptable
Interface batch report )
might not be e Routine backup for
saved and process data shall be
printed. performed as per
SOP.
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
e Batch records / print
outs shall be defined
PLC/ | Control system does Prqc e§s . q during qualification.
45, ¢/ Contro not detect failures and Yes optllmlgathn an No NA High o Failure  of  set| aAcceptable
system validation is not parameters should get
generate alarms . N
possible indicated as alarms
and necessary
interlocks should be
in place.
Process for the
particular Verification shall be
46. | PLC/ Control | Status parameters not Yes product at No NA High performed at the time | Acceptable
system clear particular stage of qualification
can’t be activities.
regulated easily.
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Sr.
No.

Process step /
influencing
factor/
Component

Risk
Possible Failure

Evaluation
GMP
relevant
Yes/ No

Justification
Explanation

Other
Risk type

Justification
Explanation

Risk Level
High/
Medium/
Low

Mitigation action plan

Residual Risk
level
Acceptable &
Not
Acceptable

47.

PLC / Control
system

Power failure/
emergency stop

Yes

Process out of
specification

Safety

Unsafe if start
automatically on
restoration of power

High

e SOP for “Operation,
cleaning and
Maintenance of Vial
Depyrogenation
Tunnel” should
mention action to be
taken in case of
power failure.

e Operator
shall
unchanged
restored
emergency
power failure.

e Provision of UPS to
the control system.

settings
remain
and
after
stop/

Acceptable

48.

PLC / Control
system

Malfunction of
control system

Yes

Correct function

of control system

is a basic
requirement for
GMP-compliant
operation

No

NA

High

e Input/ Output test
implementation
during qualification
activities

e Control system
software backup
should be provided
by the vendor.

Acceptable
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
. . Basic GMP _ Parameters settings
49. | Accessibility to | Parameter settings not Yes _ No NA High shall be in numeric Acceptable
PLC identified universally requirement only
e Time verification of
the system clock
Process cannot shall be p-erformEd at
PLC/Control | Time  measurement be carried out No NA High frequent intervals as Acceptable
50. . Yes . . per SOP.
system works incorrect using validated oLC Clock
arameters. ° oc
P verification shall be
performed during
gualification.
e All users shall be
provided with unique
51. PLC / Control No .prOteCtlon. of PLC Basic GMP No NA H|gh passwords. Acceptab|e
against manipulation Yes ) e Svstem shall allow
system & ch requirement. y :
changes. only authorized users
to access system and
change parameters.
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
e Verification of
correct program, set
Wrong programs values during
qualification.
50, | PEC/Control 1 Not appropriate for | yes | Process out of No High | e List of all process| Acceptable
System the designated specification NA p
relevant  parameters
process) including related,
programmed  limits
shall be described in
SOP.
Measuring Instruments
Operational range of
_ o Improper _ Measuring Instruments
53, Measuring Measu_rlng instruments Yes measurements No NA High > equipment’s working | Acceptable
Instruments not suitable range.
Non calibrated
Measuring instruments measuring Test certificate shall be
Measuring not calibrated and not instruments may . verified during
54. | instruments suitable for re- ves lead to false No NA High execution of Acceptable
calibration machine qualification studies
functions
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
« Mounting of
instruments  should
. ive the possibilit
GMP relevant !Z)efectlve ?or dismourr?\ting anéll
measurement Instruments cannot be Instruments must No NA High replacement Acceptable
55. | . . Yes | be dismounted for i
instruments dismounted « Constructional
exchange and lution:
calibration solution: easy access
for re-calibration
activities shall  be
provided.
Maintenance
e The unit should
contain necessary
protection devices to
ensure  that  the
equipment & the
56. | Maintenance Malfunctions due to Yes Basi_c GMP No NA High article re_rr_1ain in a| Acceptable
worn parts requirement safe condition.
« Preventive
maintenance SOP
shall be prepared
« Machine shall be
easy to maintain.
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
5 ) Preventive
. epyrogenation . maintenance of motors
57. | Motors Motors failure Yes process may be No NA High shall be carried out at Acceptable
affected regular intervals as per
SOP.
Environment & Safety
« All electrical systems
shall be tested for
. safety and shall be
« Electrical  systems ’ ih saf
are not verified for It will not affect Mav lead t pr0\l/<|_ded wit saCeItEy
. will not affec ay lead to an . markings e.g. C.E.
58. | Electrical safety_. No the sterilization EHS accident Medium marking. Acceptable
system « Earthing not .
. process o Electrical parts shall
provided for
equipment be covered. Proper
quip ' earthing shall be
provided for the
equipment.
Emergency stop
Instantaneous Does not have function is Verification shall be
stoppin of  the i i i i
59. Emergency stop Rp g No any impact on EHS reql_ured for High performed at t_hg time | Acceptable
equipment not quality of the equipment, of qualification
possible product personnel and activities.

product protection
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
More noise is Does not have High noise may Verification shall be
60. | Noise level produced by the| , [any impact on EHS cause  deafness | Medium | Performed at the time | Acceptable
equipment during the quality of the and anxiety of_ N qualification
operation. product activities.
) ) ) Does not have Verification shall be
61 Moving & | Moving & electrical No any impact on EHS Operator safety Medium | Performed at the time | Acceptable
electrical parts | parts are not covered. quality of the of qualification
product activities
Strong heat
transfer_ might = Warning sticker
High emission of heat fjrlrj]i)eergltﬂrr]e roc;riT; Envitonment & should be provided
_ leading to disturbance turbulence which EHS Personnel  safety High on hot s_urfaces. . .| Acceptable
62. | Heating of clean room | Yes | have hazard = Insulation material
conditions adverse  effects azards should  be  resin
on the clean bounded Glass wool /
room Rock wool.
environment
Cooling zone does not
Classification maintain Gr_ade A Contamination _ Verification shall_be
63. | Level when tunnel is off at | Yes | o\ i the No NA High performed at the time | Acceptable
night and  during cooling zone of_ - qualification
holidays activities

Documentation
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
= All end-users have to
be trained on SOPs
= Training of SOPs has
i SOPs are basic to be documented
64. User Faulty operation GMP- No NA High = Training on the job of | Acceptable
& maintenance Yes requirement end_u_sers by vendqr
= Training on operation,
troubleshooting &
maintenance related
activities.
eSystem operation SOP
Operation SOP must be reviewed with
does not contain User may all aspects and
65. | User proper make a NA High approved. . Acceptable
. information and ves wrong No » Vendor shall provide
. execution support to
user may operate decision. the user to complete all
system stages of the
qualification report.
A ; Untrained
Unauthorize person persons may .
66. | User tries to start/stop the Yes damage the | No NA High ;%X/iz\évétigrsgsgrlgtigﬁ Acceptable
system system or of the system
product quality
may be affected.
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Sr. | Process step / Risk Evaluation| Justification Other Justification Risk Level | Mitigation action plan Residual Risk
No. influencing Possible Failure GMP Explanation Risk type Explanation High/ level
factor/ relevant Medium/ Acceptable &
Component Yes/ No Low Not
Acceptable
Adequate Verification of
Technical technical documents shall be Acceptable
67. | Vendor documentation from| YeS | documentation is | No NA High performed at the time
vendor not adequate basic GMP of qualification
requirement activities




