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Republic of the Philipjines . i ﬂ—\ m
Trepartment of Health y . g " ' : s s .
FOOD AND DRUG ADMINISTRATION FOA .. & 0 g = fuigeidbe , ; w
[ b S 14 Atapiciair Cream/Non-staroldal Cream :
..N. i5 Bandage
16 Base Paste
25 February 2014 : i7 Biopsy Meedlafinstrument
: “ 18 Blade, all types i
MW)“;MHQB.M_% HM..M:D_m_.m 5 d 19 Blood Bag i
20 Blood Collection Tube/Kit; Blood Sampling Tube/Xlt i
21 Blocd Transfusion 5et
TO: - ALL DIRECTORS OF FDA CENTERS AND OFFICES, DOH 22 Blunt
CENTERS, BUREAUS, REGIONAL OFFICES, SERVICES, AND 23 Bone Marrow Collection/transfusion Kit
SPECIALTY HOSPITA MEDICAL GENTERS AND HOSPITALS 24 Bone Wax
IMPORTERS/DISTRIBUTORS/WHOLESALERS/ RETAILERS/ g 25  Breathing Circuit
MANUFACTURERS/RE-PACKERS OF MEDICAL DEVICES 1 2% Burette
{NCLUDING IN-VITRO DIAGNOSTIC MEDICAL DEVICES, AND 27 Burr, Dental/Surglcal/Qrthopeadic

OTHERS CONCERNED 2% cannuls, all types

Subject: Updated List of Medical Devices required to be reqisterad prior to | 28 capldistactiosalaEperdeaten] N

sale, distribution and use 3 Cardiotorny Reservelr
31 Catheter, al) types

32 Cavity Liner

In pursuit of attaining systematic regulation of medical devices, including in- ; 33 Celt Regeneration Kit
vitro diagnostic medical devices, the Genter of Device Regulation, Radiation Health, W 34 CelfSeparation Kit
and Research (CDRRHR) of the Food and Drug Administration, Department of 35 Cement, Dertal/Bone
Health is providing the updated list of medical davices and in-vitro diagnostic medical ; 35  Gentral Venous Blood Pressure Kit
devices that are required for mandatory registration pending the implementation of 37 Cervical Collar
"the full regutation of all medical devices. . 38 CervixSet
33 Chest Drainage Kit

The iist.is based on the BFAD Memorandum No, 7 s. 1992 that identifies the i A R
list of registrable medical devices and from the censolidated database of registered : i eicsivh o "
medical devices. Intcal Thermamater, all types except mercurla

42 Clip/Clip Applier

43 Closure Device; Skin Stapter {including Femover)
| a4 Collagen #
45 Condom

The following is the initiai list of medical devices and in-vitro diagnostic
medical devices that are required for mandatory registration:

A. Medical Devices: 46 Conlcal Ring Segment
) 47 Contacl fens solutian
1 Abdominal Pad 48 Centact Lens, Including cosmetic contact lenses
2 Absorbable Hemostatlc Agents a9 Carset Cast
3 Abutment ] . 50 Cotten
4 Access/finjection port . 51 Cytology Brush
5 Acetabtlar 52 Delivery System
5] Adhesive, all types 53 {xental Borie
7 Administration. Set, all types 54 Dental Restorative Material/Filter/Agent/Tooth Bonding/Etching/Varnish
8 Adoptar/Connzctor {ali types) 55 Dental Suspersion
9 Aleohol Swak 56 Bialysate Contentrate for Hernodialysls
10 Anchor, Preformed 57 Dalyzer
11 Anpsthesia Set 58 Ciamond Disc
12 Apheresis Kit ; 59 Dilatation Device

60 Pisinfectanit of Medical Devices

61 Cissectot
62 Dralnage Pouche

Clvic.Drive, Fifinvest City, Alshang 1781 Muntintupa, Philippines
Trufk Line's53 2 857 1500 Fax +63 2 807 0751
Wehsite: wew.fda.gov.ph Emall; infog@fia.gov.ph




83

65
6
67
8.
B3
70
71
77
73
74
75
76
77
78
79
80
Bl
82
53
84
85
86
a7
88
89
90
91
92
93
94
95
98
97
9g
ag
100
101
102
103
104
105
106
197
i08
109
110
111
112

Drape, Sterile
Dressing
Drill, Bone/Surgical
Drug Delivery Embolization Systam
Duodenal Tube

Ear Wax Remover

Earpiercing Device

Ecodrop - Inject

£lectrode needle/pensl} {electrosurgical)
Embolic Pratective Device/Systern
Endoscapic Harvesting System
Endotracheal Tube

Epidural Probe

Evacuator

Extention Set/Kit

Feeding Set

Filler

Filter

Fittration Device

Flowmeter, blood, cardiovascular

Former Compact

Gastric Band

Gauze

Gingiva Former

Gloves [surgical, examlning, sterile, non-sterile)
Graft, hone/skinfvascular/biologicat
Guidewlre, guide catheter

.Heart Valve

Heart Valve/Annuloplasty Ring
Hemoconcentrator
Imptantable Defibrillator
Imptantable hearing device
Implantable Lead
implantable Pacemakers
Implantable Prosthesis
Impression Material
Inflation Device

tnfusion Fluld Thermal Warmer
thfusion System

injectars

intraocular Lens

ntroducer Kit

wn

1V Container

Knife, all types, sterile
Knot Pusher

Lancet

Laryngeal mask

Ligating {iip

Light Shield

113
114
115
116
117
1i8
119
120
121
122
123
124
125
128
127
128
129
130
131
132
133
134
135
136
137
138
139
140
141
142
143
184
145
146
147
148
149
150
151
152
153
154
155
156
157
158
159
160
161
162

Lubricating Gel/Jelly

Luer fock

Lumbar Puncture Tray

Manual Resuscitator with Mask

Mask (facemask, full mask, anesthesia, oxygen)
Mofsture/Lubricating Eyedrop

Nasal Spray

Nasopharyngeal Airway

Nebulizing Kit with mask

Needle {all types) except far tattoo and acypuncture
Neurovascular Remodelling Devite
Neurovascular/Endovascular Coi

Ophthalmic Drop/fSolution

Ophthalmic Viscostastic Davice

Orthopeadic implants (all kinds)

Orthopeadic Wire

Peak Flowmeter

Percutanecys Retrieval Device

Plaster of Paris

Plaster, all types

Plastic Strip

Plumset

Recanstruction Kit/Device; Fixation Device

Renal Dilatation Set

Revascularization Device

Root Canal Sea
Rotahaler
Scalp Vein Infusion Set
Skin Retractor

Serub, w/o drugs

2 Material

Seslant
Self Adheririg Wrap
shunt System

Skin Barrier for Ostemy Use

Skin Traction Set

m Hyaluronate

Spinal Anaesthesia Tray

Spine System

Stent

Sterilant for medical device

Stoma Adhasive Protective Powder/wafer

Stomd Bag

Stop-cock

Suction, Alrway Kit

Surgical Mesh

Surgical Milk

Surglcal Pack/Surglcal Kit
Suture {with or without needle}
Suture Anchar




e

« medical device with acoessaries that are intended to be sold ssparately;
+.-.» medical device manufactured in multiple manufacturing sites and shall co-
exist in the market;
+ medical device system where the use of one part of the system is needed

¥ ;- 183 - Synthetic Cast Padding
164 Syringe (with or without needle}

165 Tope, surelcal/medical : to be used {agether with all or any part of the system:

166 Thrombectomy Set : + medical devices with the same intended use and the same manufacturing
167 Tissue Expander : precess but differ in one or more raw materials;

168 Tissue Medsuring Device + medical devices with the same intended use and the same fnanufacturing
168 Tracheostomy Kit . process but differ in the design;

176 Transfer Pack » medical devices with the same raw materials but differ in types or shapes
171 Trocar System _ resulting in different specific intended uses.

A7z Tube, all kinds that are cannetted to the patient or wilt be used to pass any type of

flulds going into or froth the patiant's body) : , R . - iy
173 Tulie Dressing {without n_ﬂcm.,m..\.am%.sm_ The registration fes for this type of application shall be equivalent fo the total

174 Umbilical Clamp registration fee for all the individual products that will be registered.

175 Urine Collecting Bag :
176 Varnish, Cavity ;

177 Vascular Access System : All urregistered medical devices included in this Memorandum Circular that
178 <m==_2€.__awm _ are not fisted in BFAD Memorandum Circular No. 7 s. 1962 shall be given one year
179 Wound Drainage Kit i from the time this Circular is approved to file the application for registration;

180 Alfother imglantable medical devices (in parts o in systemt otherwise, all unregistered medical devices included in this list shall not be allowed

ta be sold and distributed and corresponding sanctions based on Repuiblic Act 9711

; . ] shail be imposed.
B. In-Vitro Diagnostic (IVD} Medical Devices: ;

] All devices indicated in the list are used in medical application. Other devices

1. HIV (antibody and/or antigen), HBV (HBsAg and other markers), HCV that are simifar in terninology but are NOT for medical use shall not be considered
{antibody andior antigen} and syphilis {Treponemal and non- as medical devices.
freponemat) kits for:
» Screening Test Medical devices that were Issued with a CPR that are rot included in this list
 Confirmatory Test | will remain as registrable devices and should inform the CDRRHR-FDA.
» Other marks for aucteln application systems far in-vitro diagnostic
use dnd test to monitor disease aclivity (e.g. iral load test, oiher This FDA Memorandum Circular shall supersede BEAD Memorandum
serologic markers for Hepatitis B} | Circular No. 7 5. 1992,
2. Single or combination drug screening test kitsireagents for |
THC/marijuana, Shabu/MET, Cocains, Benzodiazepinie, This Memarandumn Circular shall take effect immediately.

Ecstacy/MDMA and Opiates/Morphine ’
3. Blood Typing Sera far Anti-A, Antl-B, Antl-D, Anti-AB &
4. Anti-human Glcbulln Reagents
5. Potentiators such as snzyme, LISS and albumin i
m.oo_:ﬁ::\»mm_&s%o:ﬁm:ogammamﬁaz:mmw_ooasuam
ﬂ
m

RTIGAN-GO, MD

. Pregnaricy test kits/reagents
eg y test kits/reagen irector-Generaf

. Leptospirosis test kitsreagents

Al medical devices that have any of the abovementioned devices in part or in
whole shall be considered registrable.

Application shall be made separately per specific medical device. In cass of
the following conditions, only one application can be fileck however, separate product
certification/s shall be issuad:




Republic of the Philippines »
Department of Health FW‘;
FOOD AND DRUG ADMINISTRATION L

03 June 2015

FDA MEMORANDUM CIRCULAR
No. 20]4-. - 005-A

SUBJECT: Amendment to FDA Memorandum Circular No. 2014-005
“Updated List of Medical Devices Re nired to be

Registered Prior to Sale, Distribution and Use”

To clarify the list of medical devices required to be registered, the FDA
Memorandum No. 2014-005 is hereby amended as follows:

Item No., From To
14 Atopiclair Cream/Non-steroidal | Non-steroidal cream for skin barrier
cream repair
18 Blade Surgical Blade
22 Blunt Delete in the list
40 Clave Delete in the list
53 Dental Bone Dental Bone Implant
63 Drape, Sterile Surgical Drape, Sterile
65 Drill, Bone/Surgical Drill Bit, Bone/Surgical
107 Knife, all types, sterile Surgical Knife, sterile
112 Light Shield Eye Light Shield
115 Lumbar Puncture Tray Lumbar Puncture Kit
117 Mask (facemask, full mask, | Mask (facemask, full mask,
anesthesia, oxygen) anesthesia, oxygen). Exempted from
regisiration: N9S, washable, earloop
facemask.
142 Scrub, w/o drugs Surgical Scrub, w/o drug component
150 Spinal Anaesthesia Tray Spinal Anaesthesia Kit

All other provisions of FDA Memorandum No. 2014-005 shall remain in
effect.

"N

JANETTE P. -GARIN, MD, MBA-H
Se of Health
Acting Director General/ Food and Drug Administration

Bullding 24, San Lazaro Compound, Rizal Avenue, Sta, Cruz, 1003 Manila Telefax Nos. (632)711-60-15
{632)711-68-24; Trunk Line: (632) 651-78-00 locals 3401, 3402, 3403, 3404, 3405; 3408, 2409, 3410, 3411
E-mall: gpgerakta@ida gov.oh; apperalta®@co.doh.ggy.ph, Wehsie: www.doh.gov.ph




Republic of the Philippines
Department of Health
FOOD AND DRUG ADMINISTRATION

Filinvest _Corporate (_:lty Food ard Drug Administration
Alabang, City of Muntinlupa PHILIFRINES

Rev. No. 04

CHECKLIST OF REQUIREMENTS FOR CERTIFICATE OF PRODUCT
REGISTRATION OF MEDICAL DEVICES

Table of Contents (with page number)

Notarized Application Form from Distributor (Importer/ Exporter/ Wholesaler)/ Local
Manufactarer/Trader

Valid License to Operate (LTO) of Distributor (Importer/ Exporter/ Wholesaler)/ Local
Manufacturer/Trader

Valid Government Certificate of Clearance and Free Sale/Registration approval from the country of
origin issued by the Health Authority and duly authenticated by the territorial Philippine Consulate
for Imported Product

Valid Government Certificate attesting to the status of the manufacturer, competency and reliability
of the personnel and facilities or valid ISO Certification for Imported Product. For imported products,
certificate must be and duly authenticated by the territorial Philippine Consulate

Valid Certificate of Foreign Agency Agreement between the manufacturer and trader / distributor /
importer regarding the product involved duly authenticated by the territorial Philippine Consulate

Specific Use and Directions/Instruction for use

List of all raw materials used as component of the product. Must include quantity and technical
specifications or detailed information on physical and chemical propertics of each component

Brief description of the methods used, the facilities and control in the manufacture, processing, and
packaging of the product. For sterile products, include sterilization standard parameters, sterilization
procedures, validation protocol and results of latest sterilization revalidation with sterility tests. If the
sterilization of the device is contracted out, submit copy of valid ISO Certificate of the contracted
sterilizing company.

10.

Technical specifications and physical description of the Finished Product. Submit also the following;
(a) Functionality/performance test data and results conducted on the finished product; (b) Test data
and results of the Biocompatibility test of the device being registered; (c) Risk analysis with control
measures, if applicable

11.

Stability study of the product duly signed by the person who conducted the studies to justify claimed
expiration date. For accelerated study, submit computation to justify the storage condition used. If no
expiration, submit justification from the manufacturer why the device has no expiration.

12

Labeling materials for all the sizes/reference codes to be used for the product: Immediate label,
secondary packaging, box label and package insert/brochure, whichever is applicable

13.

Representative sample (as needed) and clear colored photo of the actual commercial product sample
without its packaging

14,

Evidence of registration fee/payment (charge slip/official receipt)

Submit an electronic/scanned copy (in PDF searchable format of at least 150 dpi)

The soft copy should be arranged according to the checklist of requirements. The file name should consist

of the name of the requirement. The electronic copy should be contained either in one single continuous
file per requirement or single continuous file for all requirements.
Bring hard copy of the assessment slip

QWP-CDRRHR/LRD-02 Annex 02

7
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Republic of the Philippines

Filinvest Corparate City
Alabang, City of Muntinlupa

Depariment of Health - _P M
FOOD AND DRUG ADMINISTRATION - \\\ £

Ford aad Drug Administeation

PHHIRPINES

Rev. No. 04

CHECKLIST OF REQUIREMENTS FOR THE REGISTRATION OF AN

IN ¥ITRO DIAGNOSTIC DEVICES

QWP-CDRRHR/LRD-03 Annex 01

REQUIREMENTS

TYPE OF

APPLI

CATION

INITIAL

RENEWAL

Table of Contents (with page number)

N

Notarized Applicatien Form from Distributor
(Importer/Exporter/Wholesaler)/Local Manufacturer/Trader

¥

Certificate of Brand Name Clearance (for branded products, if applicable)

Valid License to Operate (LTQ) of an IVD Distributor (Importer/ Exporter/
Wholesaler) Local Manufactirer/Trader

] |

Valid Government Certificate of Clearance and Free Sale/Registration
approval of the Product from the country of origin issued by the Health
Authority and duly authenticated by the territorial Philippine Consulate for
Imported Product

Valid Government Certificate attesting to the status of the manufacturer,
competency and reliability of the personnet and facilitics or valid ISO
Certification for Imported Product. For imported products, certificale must be
and duly authenticated by the territorial Philippine Consulate

Copy of latest Certificate of Product Registration

N/A

Certiticate of Foreign Agency Agreement between the manufacturer and
trader/distributor/importer regerding the product involved duly authenticated
by the territorjal Philippine Consulate

Intended use and Directions for Use

. List of all raw materials used as components of the reagents/test kit

. Technical specifications and physical deseription of the Finished Product

. Process—control/Test Procedure and expected performance specification

Brief description of the methods used in the facility and the controls in the
manufacture, processing, packaging of the 1VD and the process flowchart
showing an overview of production

14.

Risk analysis with control measures

L N & N [ - -

15.

A. For INITIAL: Stability test data and results deseribing the she!f life, in-use
stability, and the shipping stability studies to justify claimed shelf life. The
testing should be performed o at least three (3) different product lots
manufactured under conditions that are essentially equivalent to routine
preduction conditions.

B. For RENEWAL: Stability test data and results describing the shelf life.
The testing should be performed on at [east three (3) different product lots
manufactured under REAL TIME CONDITION.

16.

A. For INITIAL: Labeling maierials to be used for the product: Inmediate
label, secondary packaging, box label and package insert/brochure.

B. For renewal, submit clear and readable commercial product label specimen
of afl labeling materials {outer, immediate, package insert}

. Representative sample in the market or commercial presentation

{15 kits for pregnancy tests)
(2 samples for drug screening test kits)

. Evidence of registration fee/payment (charge slip/official receipt)

Application should be filed six (6) months prior 1o the expiration of the validity of the CPR.

Submit e elecironiciscanned copy (in PDF searchable format of at least 150dpi),

The sofl copy should be arranged according fo the checklist of reguirements. The file name should consist of the
name of the requirement. The electronic copy shonld be containzd cither i one single contimeons file per

requirement or single continuous jile for all requirements.

Bring hard copy of the assessment slip,

Republic of the Bhilippines
Department of Heallh

FOOD AND DRUG ADMINISTRATION
Fi

vest Corparate City
Alabarg, City of Montinlupa

B2 .\\\

Faod and Orug Adminfstration
FHILIFPINES

GWP-CORRER/LRD-03 Annex 01
Rev. No. 04



