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Philippine Association of Medical Device

PANMDRAP

Requlatory Affairs Professionals

Internationally recognized Regulatory Affairs quality
processes, systems, tools and standard that is based on trained

methods for improving the people who understand their
professional role and work in an

environment that follows

quality of regulations (Health

Canada) standards and processes (Good
Pharma, Vol 22, issue 4,2013)

There is no officially published or legally binding GRP standard thus RA professional
to define what GRP means in their particular environment
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Legalize
Documents
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Product Life Cycle and GRP
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O

Regulations and Product Testing

Standards

Research & Development Phase Research & Development Phase

O @

Dossier Support Files
Development Maintenance

Research & Development Phase Research & Development Phase
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PANDRAP

Support Files Maintenance

Proper documentation in area of GMP, GLP, GCP

to support robust dossier

Contributes to the designing of the development programme-
validation, stability studies and performance tests

< - O o —c o0u ®m =X

Review of documentation to ensure it to be clear,

|
n
t
e
|
|
[
g
e
n
€ consistent and complete and conclusions are explicit.
e
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@

Dossier Compilation Submission
and Review Strategy

Pre-Market Phase Pre-Market Phase

Regu;atory

Communications Tracking and KPI
Negotiation

Pre-Market Phase
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R
e
g
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, Dossier Preparation Considerations
a
t Planning Understanding of requirements Use of Checklists
(0]
r Inputs from CFT Format Review/Recheck CDRRHR Downloadables
Y
completen ess con si sten cy + Medical Device Licensing Establishment Requirements
l + Medical Device Registration Requirements
n
t + X-Ray Facilities Requirements
e + Magnetic Resonance Imaging Facility
I
I
i
g
(S
n
C
(S
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R
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a Communication/s to FDA include but not limited to
t
know that... o tell me? .
r * Formal correspondence and query Response (letter, email, etc)
! * Informal verbal communications (phone, face to face)
| * Meetings (registration consultations, public mtgs,etc)
n * Dossier
t
e Idea Sent ——s  Encoding -M Decoding ~—— Idea Received . - .
| *Key is clear and precise messaging
|
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g
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O

Post Approval Complaints
Changes Handling / FCA

Pre-Market Phase Pre-Market Phase

O oo

End of Life /_End of Distribution
Service Life :
Practice

Pre-Market Phase Pre-Market Phase
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R
e
g
u QWP-CDRRHR/LRD-02 Annex 05
| Rev. No. 06 Date Effective: 10 February 2020
a
t . We shall change the brand name so submitted should the proper authority decides with finality that
o we have no right to appropriate and utilize said brand name;
. . We acknowledge and agree to indemnify and/or hold FDA (CDRRHR/BFAD) free and harmless

against any and all third party claims arising from the acceptance of such brand name of the product
y for registration with BFAD.,

' ‘P;educt covered by this declmﬂon wnll

| = facturing
n nmercial pmantanon.,-‘:and-paekagmg‘.ot‘ eluct uovered by

the I g X office.
t . We acknowledge and agree lhat in the event that there is an unauthorized change in the ownership, its
e address/location, manufacturer, ingredients, formulation, size, reference number, use, manufacturing
| process (if applicable), labeling or commercial presentation, and packaging of the product:

i.  CDRRHR may automatically suspend the LTO and/or CPR of the product

| ii.  We will voluntarily recall the product from the market; and
i iii.  We will indemnify and/or hold CDRRHR free and harmless against any and all third party
g claims and/or actions pertaining to the above unauthorized change(s).
(S
n
C
(S
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ICHANGE IN OWNERSHIP
(Inclusion/Deletion or Change in Trader/Importer/Distributor)
1. Letter of request

: ; - Should indicate the current and proposed changes
éhh;m ::::" &"&;’3..’3&?3:?3&73&".3« - Should include in the letter if there is a
CHECKLIST OF REGUIREVENTS . Valld LTO reflocting the source
[ehange of Business Name and Address of Distributor . Termination of Contract/Deed of Assignment
- Leller of request
- Should indicate the current and proposed changes.

- Should include in the letter if there is a renewal application and indicate document tracking
Number

Agreement with the new company
- must be valid

2.Valid License to Operate (LTO) reflecting the new business name and address of i
i . Onginal CPR
FE AL e, of XSt Eegmmeot () Should submit back and front sides
- Should submit back and front sides

. Complete labeling requirements (Primary, Secondary, and Inserts)
oty inkar] Submit current and proposed labels

REQUEST FOR CHANGE OF SHELF LIFE Where to secure

1. Letter of request

- Should indicate the current and proposed changes

- Should include in the letter if there is a renewal application and indicate document tracking number
2. Previously submitted stability data

3. Realﬂmedahsuppclthgmechangeofshelfnfe

Copy uf CPR

Should submit back and front sides
. Complete labeling requirements

Submit current and proposed labels

Applicant

20th General Membership Meetin>
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Change of Manufacturing Site (Same Subsidiary) With No Change in The Formulation, Equipment, and Manufacturing here to Secure
Procedure
1. Letter of request Applicant
- Should indicate the current and proposed changes
- no in l'l_l' ‘\'J‘L": 5 M:.nn_:to 7 i ll::"ll* men _l:_lh g numbe
2. . Submit justification or supporting documents to show that the proposed manufacturer is a subsidiary of the current or
approved manufacturer
Letter from the manufacturer stating that there is no change in the formulation, equipment and manufacturing procedure Principal/Source/Manuf
lacturer
. Valid LTO Applicant
. Copy of submitted Notification of Source Applicant
The list of sources should reflect the proposed manufacturing site
. Formulation (for solutions) or List of Raw Materials (with the corresponding amount of raw materials used, if applicable) Principal/Source/Manuf
iss 20 DY (Ne curment and proposed manuiaCiure
. Manufacturing flowchart (current and proposed) rincipal/Source/Manuf
nclude brief narrative description of the manufacturing flowcha
. Finished product specification (current and proposed) rincipal/Source/Manuf
cturer
9. For Imported Products — authenticated or apostiled GMP/ISO Certificate reflecting the new manufacturing site rincipal/Source/Manuf
The GMP/ISO certificate should be valid
. Sterilization process and latest result of sterilization validation conducted/issued by the new manufacturing site

< - O ® —c o ® X

. Valid I1SO Certificate of the sterilizing company (if there is a change in sterilization company) ErincipallSoumeIManuf

=
. Copy of CPR :
- Should include back and front sides oot
. Complete labeling requirements (Primary, Secondary, and Inserts) Applicant or
- Submit current and proposed labels Principal/Source/Manuf
acturer

20th General Membership Meeting
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Should indicate the current and proposed changes
Should include in the letter if there is a renewal application and indicate document tracking number

Letter of request
- Should indicate the current and proposed ohanges
- Should include in the letter if there is a |

[Applicant

. Copy of CPR
- Should include back and front sides

. Copy of CPR
- Submit front and back sides

\Applicant

Certificate from IPO for local brand name. For i ion that allows the use of the

p

Official letter from the product owner regarding the change of brand name and declaration that there is no other change to the|
ct/label fo nd

Approval letter issued by a government agency or notified body

Principal/Source/Manuf
lacturer

.Studies to support the additional indication

IPrincipal/Source/Manuf

3 plete (Primary, S dary, and Inserts)
- Submit current and proposed labels

EP‘
rincipal/Source/Manuf
cturer

s (Primary, S y, and Inserts)
labels

Change of Storage Condition

Where to Secure

Change of re-Packer/Packer

Letter of
Should indicate the current and proposed changes
Should include in the letter if there is a renewal application and indicate document tracking number

Applicant

Where to Secure

Should indbate the current and proposed changes
5ho etter if tt s 3

of eontmct thh the prewous re-padmrlpadcer

20th General Membership Meetin?

Applicant

IApplicant or
Principal/Source/Manuf
acturer

3. Agreement of with the new re-packer/packer

Applicant or

PnnclpaIISouroeManuf

4. Copy of CPR
- Submit front and back sides

5. Complete labeling requirements (Primary, Secondary, and Inserts)
- Submit current and proposed labels
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Policies and procedures should be in place to provide for actions to be taken:
a) in the event of a recall of products held in stock
b) in recalling products on behalf of the principal
c) to generate records of recalled products.

R
e
g
u
I

a
t

o
r

y

d) Support the principal in tracing product distribution for other reasons not related to product
safety/recall actions (i.e. products exported to markets where the product is not authorised)

e ) in notifying customers of product recalls notifications

m O >3 MM — — — M = 5 —
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R

2 Policies and procedures should be in place to provide: a) receipting and recording of complaint details; b)
i adequate methods of handling and communicating complaint content; c) adequate methods of measuring and
'a evaluating complaint content; d) resolution of complaints and prevention of a recurrence.

t
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PANDRAP

Installation, Maintenance, Service

Distributors/wholesalers must refer to technical documentation made available to them by the principal
regarding installation and maintenance/service instructions include directions for ensuring proper installation
so that the instrument will perform as intended after installation. The distributor/wholesaler must make these

documents available to the person(s) actually installing the instrument.

The person installing the instrument must ensure that the installation, inspection, and any required testing

< -5 O o —c o o

are performed in accordance with the available instructions and procedures and must document the
inspection and any test results to demonstrate proper installation.

« Installation and maintenance activities must be carried out by trained person

- Installation and maintenance as well as the associated test/validation phases mus
properly documented and archived.

Only TRAINED personnel should perform installation,
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maintenance & service as per manufacturer’s
procedures.
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PANE

Good Distribution Practice
ry Affairs Professi Building premises

Policies and procedures should be in place to provide:
a) Good housekeeping and protection for all products stored within the building
b) Safe and secure access to the building
c) Safe and secure access to the products stored

< - O o —c o0u ®m =X

d) Security of the premises and the products stored within.

FIRE i§

Y o cating | RESTRICTED
DO NOT ENTER
AUTHORIZED Q EXTINGUISHER

PERSONNEL F——

ONLY
Good Distribution Practice begins with having the

I
n
t
e
I
I
i
g
e
n
c
e

proper building premises.
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PANE

Good Distribution Practice
ry Affairs Profession: Building premises

Sufficient space for separate receiving and dispatch areas Physically separated areas for isolation of faulty, returned and expired
Protects the products from weather conditions goods as well as recalled RD products accessible only to authorized
employees.

F

EEEEEE

)\ WL e
-

< - O o —c o0u ®m =X

_
SRR\ W R e | ] | |

. —

Free of rodents, vermin, birds, pets and pests Clean and well-maintained; Prompt cleaning of spillage

Sanitation program with available records

T

Pest control program with available records
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PAMDRAP Good Distribution Practice

Temperature Controlled Storage Facilities

Policies and procedures should be in place to provide storage conditions that ensure the maintenance of

available records
IRON2

cobasc 111

R

e quality and safety of stored products.

g

u

[ Monitor temperatures using suitable There must also be a power back up system

a = - temperature recording devices available which ensures that an accidental power
t Equipment used are regularly break down does not give any risk to the stored
o) calibrated/ serviced/ maintained with products.

r

Y

Store products in accordance with the storage
conditions specified on their label

Temp excursions will affect product quality! Seek advise
from the manufacturer if this occurs.
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PAMDRAP Good Distribution Practice

Stock handling, Equipment & Stock Control

Policies and procedures should be in place to provide for stock handling, stock handling equipment and stock

control.
Storage areas should enable segregation and identification of

the various products

Ensure the implementation of a physical separation from E
other suppliers’ products. ".
‘- “

Prevent mix-up, contamination or deterioration of the goods,
damage to packaging or confusion of products

< - O o —c o0u ®m =X

i
l..
- h
Store product off the floor (e.g. on pallets or shelves) to

reduce exposure to dust and moisture, and to help facilitate
cleaning.

Ensure that products due to expire first are sold and
distributed first (First Expiry First Out (FEFQO))

Proper stock handling ensures product quality and
allows for better traceability.
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« Dispatch
— Records for the dispatch of products should be prepare: a) Date of

Supply and delivery

Policies and procedures should be in place to ensure that only products approved for release are distributed

and that purchase orders are reviewed to ensure that ambiguities and errors are resolved before devices are

released for distribution. Procedures should also be in place to ensure adequate methods of transportation to
achieve safe, secure and timely delivery of all products from their point of collection to their destination.

Transportation conditions should maintain the quality of the products being transported.

T e — s —
e S p——

-

dispatch b) Name and address of the customer c) Quantity of the
products i.e. number of boxes and quantity per box d) Batch
number and expiry date e) Transport and storage conditions of the
products (temperature range) f) A number to allow the
identification of the delivery order

T————

There should be enough information available to enable
the traceability of products. Such records should

facilitate the recall of a batch of a product .
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PAMDRAP Good Distribution Practice

Supply and Delivery

Transportation

— Use clean delivery containers that to prevent damage or deterioration for the products delivered
— Maintain temperature requirement of products during transport

— A system should be in place to:
* give assurance of the trustworthiness of personnel
* keep vehicles secured when unattended

* enable the return of signed receipts obtained from the authorized recipients of the goods in paper or
electronic form.

* ensure safe, secure and timely delivery of products and for dealing with incidents

< -5 O o —c o o

Products should be stored at the required temperature
during transportation
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IT Systems

- Where a computerised stock management system is in place it must be demonstrated, through appropriate

validation or verification studies, that the system is capable of achieving the desired results accurately,
consistently and reproducibly.

This system should be capable of:

— providing the following information: a) product code b) Batch number c) Expiry
date d) Storage Location e) Material status (blocked/non blocked)

— Blocking non saleable items
— Providing a report for expired goods and goods with short expiry date
— Access only by authorized person

Back up data must be retained for the period as defined for that
record type.

Procedures to be followed if the system fails or breaks down must be

1 !
defined. _@_ Computerised systems must be validated!
4 Garbage in — garbage out
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Return of Unused and/or Damaged Goods from Customers

Policies and procedures should be in place to ensure all unused and/or damaged products returned

from customers other than through the Return of Unwanted products are accounted for until disposal occurs.

« Returned to saleable stock if examined and assessed by a person authorised to do so:

« Products not returned to saleable stock should be quarantined pending disposal, or
returned (in accordance with the agreement)

they are in their original unopened containers, with intact labels and packaging and bear a valid
expiry date; and

there is no reason to believe that they have been subject to adverse environmental conditions
(temperature monitoring records must be available);

there is no reason to believe the goods have been tampered with or are contaminated;

on receipt, they are packed separately from other goods and accompanied by a separate R
Note;

certain temperature controlled products may never be returned to saleable stock, advice is sough
from to identify these
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PAMDRAP Good Distribution Practice

Damaged Stock and Stock Unsuitable for Sale

Policies and procedures should be in place to ensure that damaged products and products otherwise
unsuitable for sale are quarantined and accounted for.

« Quarantine stocks which has been damaged or is otherwise deemed unsuitable for sale,
temporarily or permanently, so that it cannot be sold in error, misappropriated or
stolen or leak and contaminate other goods.

< - O o —c o0u ®m =X

- Quarantine may be achieved through physical isolation from saleable stock or
electronically through a warehouse management system or stock control syste

Don’t mix good stocks with bad stocks!
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Cold-cllaln
Lack of SOPs

Malﬁmctlonm monitoring equip

Power-outz for
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