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1. Introduction

First Response is a class C in-vitro diagnostic device/medical device belonging to the
Clinical Microbiology labaratory specialty category. It is approved in Tanzania as a kit, for
use in adults, children, elderly etc.by healthcare professionals.

1.1.  Administrative Information

Registration number TAN 24 MDR 0013

Brand Name (if relevant) | First Response

Common name SYPHILIS ANTI-TP CARD TEST

Class of the device and Class D as per Rule 3 for classification of In Vitro

rule applied Diagnostic Devices

GMDN code and term 63969, Treponema pallidum immunoglobulin G
(IgG)/IgM antibody VD, kit, rapid ICT, Clinical

Name and complete Premiere Medical Corporation Private Limited,

addres_s of the Market A1-302, GIDC, Sarigam 396155,

Authorization Holder Dist. Valsad, Gujarat, India

Tel: +91 9764751809

Name and address(es) of | ISW Group Limited,

local responsible person Ground Floor, Furaha Cinema House 14 Majengo Street,
(LRP). Furaha Road,

P. O. Box 809,

Singida.

Tel: +255 758 174187

Email: iswgrouplimited@gmail.com

1.2. Assessment Procedure

The application for registration of First Response was submitted on 30.6.2023 The
product underwent abridged assessment. Assessment was completed in 1 round of
evaluation. First Response was registered on 04.12.2023.

2. Technical information

2.1. Intended use

The intended use of First Response as declared by the manufacturer and approved by
TMDA is designed with a focus on detecting accurately Syphilis (treponema Pallidum)

antigen-specific antibodies in serum/plasma/whole blood. First Response is approved for
use in healthcare settings by trained professionals only.



2.2. Device details and features

First Response is a single device with no additional components or accessories. First
Response has been registered as a kit which consists of Test device, Assay buffer,
Accessories for performing the test (specimen transfer device, alcohol swab, lancet) and
Instruction for use.

First Response is a manually operated device. It is used for diagnosis, screening of
Syphilis. First Response operates by immunochromatography. The test out-put is
qualitative.

The type of specimen used is serum, plasma or whole blood and is collected by venous
blood collection and finger prick

2.3.  Commercial presentation

There are three (03) approved commercial presentations as follows: One test device in
the primary pouch. 25, 50 or 100 test devices are placed in a carton box

Additional contents include lancet, assay buffer, alcohol swab and instruction for use
2.4. Items required but not submitted

e New pair of disposable gloves and face mask for each test

e Sterile gauze pad.

e Permanent marker pen and timer.

e Extra lancets and alcohol swabs, if needed.

e Sharp disposable box and biohazardous waste container.
e Venipuncture blood collection kit (if whole blood is collected by venipuncture).

3. Storage instructions

3.1.1. Shelf-life

30 months.

3.1.2. Storage conditions

The recommended storage conditions are at 4-30°C.

3.1.3. Shipping conditions



The recommended shipping conditions is not stated but calculated to be at 4-30°C

4. Manufacturing site audit

The manufacturer of the device is Premiere Medical Corporation Private Limited,
A1-302, GIDC, Sarigam 396155, Dist. Valsad, Gujarat, India, Tel: +91 9764751809
Email: info@premieremedcorp.com

Quiality audit of the manufacturing facility was conducted through site visit on not indicated
The site was found to be compliant to ISO 13485 requirements.

5. Performance Evaluation
5.1. Analytical Performance

The analytical performance characteristics of the device was established through the
following test parameters: repeatability and reproducibility, analytical sensitivity and
analytical specificity.

5.2. Clinical Performance

Clinical performance was conducted at Centers for Disease Control and Prevention
during pre-qualification process. The following parameters were tested repeatability and
reproducibility, clinical sensitivity and clinical specificity.

Based on results of the performance studies, it was concluded that the test sensitivity and
specificity is 100% and 100% respectively. The studies further concluded that First
Response is capable of consistently producing accurate and reliable test output.

6. Product label and instructions for use

The content of the primary and secondary labels is in line with TMDA labeling
requirements in terms of content, layout and design. The label contains sufficient
information for proper identification of the device and post marketing follow up of the
product in the market.

The package insert and instructions for use includes all the relevant information to ensure
correct and safe use of the device by intended user.



6.1. Prlmary pack
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RESPONSE :
Syphilis Anti-TP Card Test i
Rapid Syphilis Card Test :
(Whole Blood / Serum / Plasma) .
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6.2 Secondary pack

Part No. : (S)PI08-CAR-003, Rev.: AC, 2026-04
frovnncaried Product Name : F.R Syphilis Anti-TP Card Test

Pack Size : 25 Tests / bulk

Dimension:143 (L) X 110 (W) X 65(H) MM & GSM: 450
Language: English
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Mig. Lic. No.: MFGIVD/2025000047 For Professioeal Use.
Contents:
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‘with desiccant 25 Nos. R
] : + Specimen transfer device : 25 Nos.
* Sterile twist lancet 25 Nos.
2 . Nl 125Nos. Syphilis Anti-TP Card Test ol Syphilis Antl TP cm Test
ey e e Rapid Syphilis Card Test | X R Rapid Syphilis Card Test
retructons foruse Whole Blood / Serum / Plasma @ Premier Medical Corporation Private Limited Whole Blood / Serum / Plasma
A1-302 and 3704-05, GIDC Sarigam, Valsad, Gujarat (India) - 396155
Customer supportemail Jermede
el 491 2602780112113, W gremsemeccorp.com

6.3 Instructions for use/Package insert

Kindly see the IFU on the last page

7. Risk — Benefit Analysis

On basis of the data submitted, the current state of knowledge and compliance of the
manufacturer to ISO 13485, the benefit of the product outweighs the risks associated with
its use when used in accordance to the manufacturer instruction. First Response is

recommended for registration.

8. Post-approval updates

8.1. Variation applications



Reference | Date Change requested Recommendation | Granting
number submitted date
NA NA NA NA NA

8.2. Feedback from pharmacovigilance, post marketing surveillance and

enforcement activities

Type of feedback Impact Response
No any recorded Adverse | NA NA
Event

8.3. Re-registration applications
NA

CHANGE HISTORY

Version | Date Description of update
number

Section(s) Modified

Approval date
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1) The anti-coagulants such as heparin, EDTA and citrate do not
affect the test result.

2) Do not use hemolytic whole blood specimen, it gives reddish
background even after the end of test time.

3) Interpret a faint line as a postive line. Repeat the test in case of
a very faint test line (purple colored) or if you have any doubt for
test line.

4) False negative results may arise because of hook effect due to
a very high titer of antibody in the specimen. Repeat the test by
uu\g110m|monoithesamespemn(01 portion) in

matrix (09 portion).

5) First Response® Syphilis Anti-TP Card Test is for in vitro
diagnostic use only.

6) First Req;mse’SyphInaAm -TP Card Test will only indicate the
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7) http/ivassarstats.net/clin1 htmi#def , Richard Lowry.

8) TGS-5: Designing Instruction for use for in vitro diagnostic
medical devices.
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Every wamings and precaution shoukd be taken into consideration
before using the test. Fallure to consider *Precaution, Warning, and
Limitations” may not ensure the diagnostic ability and accuracy of this

FIRST RESPONSE' SYPHILIS ANTI-TP CARD TEST

Rapid Syphilis card test for

in human whole bloodlsmlnlplasms
PI0BFRC2S, PIOSFRCS0 & PIOSFRC100

First Response® Syphilis Anti-TP Card Test is intended for use by
healthcare professionals and trained users. It is a rapid, qualitative,
g, in vitro diag test for of all
classes specific to Treponema pallidum in human serum, plasma or
\molebluod Thetemknsmammedanddoeamrequeany
should be by

ELISA or TPHA.
Introduction

Syphms is a venereal disease caused by the spirochefe bacterium
Itis y by sexual contact. It

Materials Required but Not Provided
« New pair of disposable gloves and face mask for each test
! by fi )

« Sterile gauze pad.

« Permanent marker pen and timer.

« Extra lancets and aicohol swabs, if needed.

« Sharp box and waste

« Venipuncture blood collection kit (if whole blood is collected by
venipuncture).

Storage and Stability

1) First Response® Syphilis Anti-TP Card Test kit should be stored at
4-30°C.

2) Do not freeze the kit or components.

3) The kit is sensitive to humidity and heat. Do not store the kit at

product. The test result may accordingly be affected by

factors andor user error outside of the control of the M.
and Distributor.

A definitive clinical diagnosis should not be based on the results of a
single test, but it should be made by the physician after all clinical and
laboratory findings have been evaluated.

andal'louldno(beusedasmesolecrmnafulhe of

7) For the should be

performed, such as ELISA, TPHA or western blot analysis. As

with all diagnostic tests, results must be interpreted together
with other clinical to the

8) A non-reactive result does not eliminate the possibility of

with I The may contain

a low level of antibodies that cannot be detected by First

Response® Syphilis Anti-TP Card Test. If a test result is

non-reactive and clinical symptoms persists, additional testing

using other method is andior
for after more than 21 days
since the original testing.
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above 30°C and in humid conditions.
4) Assay buffer & & the test device
are stable until the expiry date printed on the label when stored at

5) Perform the test immediately after removing the test device from
the aluminium pouch.
6) The shelf ife of the kit is as indicated on the outer package.

can also be by the
of mother to the fetus and/or by blood trandusmn The serological
diagnosis of syphilis is by g the pi of
specific to Ti in lhe paﬁent serum,
plasma or whole hluod.
4-30°C.
Assay Principle

FirstR * Syphilis Anti-TP Card Test is based on the principle
of The is

with i igens (P47, P45, P17, P15) specific

for Treponema pallidum on the test line of the device. When serum
aplasnnamuebloodspednmnswmmemmmwl
of the dewvice, it reacts with idal gold with

1) Wear protective gloves and face mask while handling specimens.
2) Dispose of used gloves as biohazard waste. Wash hands
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antigen-antibody complex moves through the nitrocellulose
membrane and bind to the I i

on the
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with an incorrect diagnosis, whether positive or negative, in the use or
misuse of this product”.

u Manufactured by

Premier Medical Corporation Private Limited
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i to the purple
colored line will appear in the test area, showing a positive result.
The absence of the purple colored line indicates that the specimen is

for the Tr a neg result.
Purple colored control line will appear irespective of reactive or
non-reactive specimens. The purple colored control line will serve to
validate test device performance.

it

Sterie lancet

Note: Materials provided other than assay busier bottie are for single use only.

3) Avoid splashing or aerosol formation.

4) Clean up spills th ghly using an

5) Decontaminate and dispose of all used specimens, test devices,
alcohol swabs, and specimen transfer device as infectious waste,
in a biohazardous waste container. Dispose of used lancets in a
sharps box and face mask in a waste container.

1) For in vitro diagnostic use only

2) Read the before the test, any
deviation will invalidate the test results.
3) Apply Y P for g and of

potentially infective material.

4) Do not drink the assay buffer. It contains sodium azide as a
preservative which may be toxic if ingested. When disposed of
through sink, flush with a large quantity of water.

5) Devices and assay buffer of a different lot must not be used.

6) Do not use the test device if the pouch is not intact.

7) Do not use the lancet if the seal is broken.

8) Do not use the test device if the desiccant found saturated.

9) Do not smoke, eat or drink while handling specimens and
performing a test.

10) Do not re-use the test device, alcohol swab, lancet and specimen
transfer device as are intended for single use only.

11) Perform the test by using kit assay buffer, any other buffer or fluid
will i the test results.

12) Do not allow the tip of assay buffer bottle to touch specimen well,
it the assay buffer.

13) Do not use the test device and assay buffer beyond the date of

15)Do not use any other specimen other than human whole
blood/serum/plasma. Do not mix and interchange different

Materials peovided PIOSFRC2S POSFACS) | PREFRCI00
rryelpynmern hes 50hos 100 Nes.
Specimen transier devce 25 Nos. 50 Nos. 100 Nos. expiry.
Assay bfler botte 1Na. 2Nos. ENos. 14) Do not eat the desiccant.
Sterie bincets 25 Nos. 50 Nos. 100 Nos.
=T B o Wtos. TWhes |
nsiruchons for use Tha Tho. 2Nes.




Specimen Collection
1) Venous blood collection: Collect the Whole blood in the
1 tubes i gulants like EDTA, Heparin or
Sodium citrate by venipuncture.

2) Plasma collection: Collect the Whole blocod in the collection
tubes containing anticoagulants like EDTA, Heparin or Sodium
citrate by venipuncture and centrifuge it at 3000 rpm for 10-15
minutes to obtain Plasma.

3) Serum collection: Collect the Whole blood in the collection tubes
without having any | by sre. Keep it in
standing position for 30 minutes and centrifuge it at 3000 rpm for
10-15 minutes to obtain serum.

4) Caplilary blood specimen collection:

N « Wear gloves and massage the fingertip gently. It
t | will help to obtain a round drop of blood.
‘.’\ '1| . * Wipe the complete fingertip with the alcohol swab
provided and wait untl the fingertip dried
completely.
g * Detach the protective cap of the lancet. Squeeze
"l "1 the fingertip then prick the lateral side of the

fingertip with sterile lancet provided. Safely dispose
of the used lancet.
\ « Wipe the first drop of the blood using sterile gauze.
Without pressing too hard, gently squeeze your
\ ) fingertip once again to obtain a large second drop
! of blood.

« Take the specimen transfer device provided and
hold it vertically. Gently squeeze the bulb of
specimen transfer device and immerse open end in
the center of a blood drop and release the bulb

—~ slowly to draw up the blood.
After of i 1, take the
sterile gauze and apply pressure 10 the wound site
10 stop the bleeding.

Note : Lancet is for single use only. Do not share used lancets with
another person. Dispose of used lancets in sharp box and aicohol
swab in waste after use.

Do not use expired lancet. The use of any expired lancet may cause
any infection at the punctured skin due to cease to exist its sterility.

Use new lancet and choose a different puncture site, if repeat the
finger prick.
Specimen storage

1) Whole blood specimen may be used for testing immediately
(within 1 hour) or may be stored at 2-8°C for maximum up to 72
hours (3 days). Do not use blood specimen stored for more than 3
days, it can cause a non-specific reaction. Do not freeze Whole
blood specimen.

2) i Serum or Plasma sp are not tested, they
should be refrigerated at 2-8°C. For storage periods greater than
72 hours (3 days), freezing at -20°C is recommended up to 4
months. They should be brought to room temperature prior to use.

3) Serum or Plasma precip may yeld
inconsistent test results. Such speumens must be centrifuged at
5000 rpm for 10 minutes and use clear supematants for testing.

Test Procedure

1) Ensure that the test device & other components are at room
temperature (20°C to 30°C) before starting the procedure.

2) Take the test device and the specimen transfer device from the Kit.
Do not use the test device if the desiccant found saturated.

3) Label the test device with the patient identification number. Place
the test device on a flat, clean and dry surface.

4) Add one drop (20pl) of Whole blood/ Serum/ Plasma to the
specimen well using the specimen transfer device.

How to Interpret test results

Negative Results If only a single purple colored line appears,

T E‘ at the control line 'C' as in the figure, then

li!g @ the specimen is non-eactive for
ibodies to Syphilis.

Positive Results If two purple colored lines appears, one at

the control line 'C' and other at the test line

!ggg E; < T asmf;h{e figure, then the specimen is

Caution: Dispose of used specimen transfer device as
waste immediately after use.

5) Hold the assay buffer bottle vertically and add two drops of the
assay buffer to the specimen well.

6) Observe for development of purple colored lines in the results
window.

7) Interpret test results at 20 minutes after adding assay buffer to the

specimen well
8) Do not interpret the test result after 25 minutes.
4 N
ij Do not tit.
mzmdmnnymnsnm
@ Interpret the test resukt at 20 minutes

after adding assay bufler. Do not read
test result after 26 minutes.

_ Result at 20-25 min. J

Caution

+ Hold the specimen transfer device and assay buffer bottie vertically,
else it may lead to inaccurate result.

« Exactly 2 drops of assay buffer should be added. Adding more than
2 drops of assay buffer may cause over flooding or reverse
migration phenomenon, which may lead to inaccurate result of the
test.

*Adding less than 2 drops of assay buffer may cause improper
] and poor or which may lead to
inaccurate result of the test.

« Do not read the test result after 25 minutes. Reading the result after
the 20-25 minutes window may give inaccurate results. After
recording the results, dispose of the used test device as biohazard
waste.

Internal Quality Control

The visualzation of the purple colored control line in First Response®
Syphilis Anti-TP Card Test indicates that the active ingredient of the
strips are fi and the migration Iis ful. The purple
colored control line in First Response® Syphilis Anti-TP Card Test is
not meant for specimen addition monitoring.

@

to Syphilis.

WHO Intemational Standard for Syphiis were tested in First
Response® Syphiis Ant-TP Card Test which shows 100% Sensitivity

WHO Intamational Standard
15215 for human syphiitic First Response® Syphils Reference CE-marked
plasma Anti-TP Card Test rapid lateral flow test
NIBSC code05'122
03 um Positve Pasitve
Cross reactivity study

First Response® Syphilis Anti-TP Card Test was tested with other
diseases/conditions, which may give cross-reactivity with the test.

Syphilis Positive Interpret the faint kine as a reactive line The f 19 ss &d not
affect the perfy of First R *® Syp Anti-TP Card
Invalid Results P::o presence of purple colored control m:: Test.
in the result window (i
presence of purple colored test lines) e — Mg | Poute Spacinen Daisks oa | Swnie
indicates an invalid result. 7 St s rata | 65 7':' V1 Pestve i | e |
] . P siviar M Pt 3 e | HV-2 Pt 31 =
I:ecﬁ ons mmay not_ be Dungos NS1 Posibns’ 65|15 Sy 12 Peswe 13 0
y or the test may have EEEEEEEE TR TR (T 5 3
de mlad. CMY Postins’ 3 [ T ) 3
The Invalid test results should be d AP 3 05 | Rubela kG & Igh Pos 5 0
with new test device. [ Pt 3 | opscts sucenest 0 0
Performance characteristics P N O peevepp— N
HEN Positve o 05 J A TE dug medcusiee’ a3 a
First Response® Syphilis Anti-TP Card Test has been tested using HOV Pesbw® 23 %5 | ————

m in-house panel of p and negative clinical
i by ac lable ref test kit. First
Reqaonse’ Syphilis Anti-TP Cad Test showed 100% sensitivity and
ificity. First R * Syphilis Ant-TP Card Test

* Note: Pregnant women specimens which & naturally appeared in Syphils posiivg Specimens.
* Sphed Syphils positve SpeCMens.

Potential interference substances
First Response® Syphilis Anti-TP Card Test was tested with potential
interferi The f i

9 g 08 p 9
b did not affect performance of the test. However,

Y P

Posdve Whok Sood

Ilpemk: specimens can be used for testing after

must be alSOOOrpmfoﬁOmlnumsmduse
the supernatants for testing.
Syphiis | Syphds Syphis | Syshils
Speciren Datass. A Spacines Detals P
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* Note: Naturally appeared Syphilis positive specimens.
* Spiked Syphilis positve specimens.

Potentlal interference drug substances
The details of interfering drug molecules are mentioned in the
following table. Each rfering drug mol were

spiked at a final concentration of 250pg/ml in Syphilis positive as
well as negativ spectively. No false positive or false

The lytical itivity of the First Resp o Anti-TP negative results were observed with any of drug molecules when
Card Test was camed out by testng commercially avaiable  tested with First Response® Syphilis Anti-TP Card Test.
panel. The y ilable rapid test is used
as a refl kit for p perf study. Three Abacaer 9 Foke acd Mattomin Reampice
seroconversion panel were tested. in-house.
“Ansbytical Senahivity - In - House Evaluation . Napran IP R
Toul G ‘R erca CErarked ta3d ""“”'.m Dekofenac Ibupecton Nevrapra
Sarccotanscn Tas Syils Adti- TP Cand Test |l fow bl —
geralll had B o 1 B R g Essesrn Jrom chicede Pastsprazzie
3 [ E 8 | ost % | 3 | est Jegien ksonazd Fericiie G Bemzathre
** Detection Index = Total number of positive specimen by test kit Coclocactust | Fomus scotane | pTeeun Pyraznanice
/ Total number of specimens.



