
Risk assessment (Expert Review Panel) outcomes are classified in four risk categories:     

                 

Risk category 1 or 2: No objection to time-limited procurement.            

   

Risk category 3: Objection to procurement but may be considered when there are no alternatives, and provided the benefit outweighs the risk of 

procuring a product which is not fully quality assured.            

  

Risk category 4: Objection to procurement              



List of ERP reviewed NTD medicines (as of 15 May 2025)

Product Strength Dosage form Manufacturer Manufacturing site Shelf life Packaging Storage

Validity for 

ERP review

Miltefosine 50mg capsule Macleods

Macleods Pharmaceuticals Limited

Plot No.50 to 54A,

SEZ, Phase II,

Pithampur,

Dist.: Dhar

Madhya Pradesh, 454774, 

India

24 months
Blister, Alu/Alu

10 x 10
Store below 30oC May-25

* Please refer to NTD for possible risk category 3 products.



List of ERPD reviewed NTD diagnostics (as of 15 May 2025)

Manufacturer 

product 

catalogue 

number Product name Manufacturer Disease category Analyte Specimen type

Number of 

tests per kit

Shelf life 

(months)/ 

storage 

temperature ERPD

09FIL10D STANDARD Q FILARIASIS AG TEST

SD Biosensor, 

Inc. Republic of 

Korea Lymphatic filariasis

Wuchereria

bancrofti 

antigens

Serum, plasma, 

whole blood or 

capillary whole 

blood 25

24 months 

2 to 40°C

Risk category 2 

until May 2026

09DEN30A STANDARD Q Dengue Duo Test RDT

SD Biosensor, 

Inc. Republic of 

Korea Dengue

dengue NS1 

antigens and 

IgM/IgG 

antibodies to 

dengue

serum, plasma, or 

whole blood 

samples 10

24 months 

2 to 40°C

Risk category 2 

until Mar 2026

SC20301W-20T, 

SC20301W-25T, 

SC20301W-50T Dengue (NS1 Ag+IgG/IgM) DUO RDT

Jiangsu 

Bioperfectus 

Technologies 

Co., Ltd, China Dengue

dengue NS1 

antigens and 

IgM/IgG 

antibodies to 

dengue plasma or serum 20, 25, 50

24 months 

2 to 40°C

Risk category 3* 

until Mar 2026

D30RHA10

BIOCREDIT Dengue NS1 Ag + Ab Duo 

RDT

Rapigen. Inc, 

Republic of 

Korea Dengue

dengue NS1 

antigens and 

IgM/IgG 

antibodies to 

dengue

serum, plasma, or 

venous whole blood 

samples 10

24 months 

2 to 40°C

Risk category 2 

until Apr 2026

11DEN10A

STANDARD M10 DENV 1-4 RT-PCR 

test

SD Biosensor, 

Inc. Republic of 

Korea Dengue DENV-1 to 4 serum or plasma 10

12 months  

2 to 28°C

Risk category 2 

until Mar 2026



Manufacturer 

product 

catalogue 

number Product name Manufacturer Disease category Analyte Specimen type

Number of 

tests per kit

Shelf life 

(months)/ 

storage 

temperature ERPD

VS-DES106L, VS-

DES106H, 

VSDES112L,

VS-DES112H, VS-

DES148T, VS-

DES106LE,

VS-DES106HE, 

VS-DES112LE, VS-

DES112HE,  

VSDES148TE

VIASURE Dengue Serotyping Real 

Time PCR Detection Kit

CerTest Biotec 

S.L, Spain Dengue DENV-1 to 4 serum 24, 48

24 months 

2 to 40°C

Risk category 3* 

until May 2026

CFPC-62 ichroma Dengue NS1 Ag

Boditech Med 

Inc. Republic of 

Korea Dengue

dengue NS1 

antigen

venous whole 

blood, serum or 

plasma 25

20 months 

2 to 30°C

Risk category 3* 

until May 2026

CFPC-60 ichroma Dengue IgG/IgM

Boditech Med 

Inc. Republic of 

Korea Dengue

IgM/IgG 

antibodies to 

dengue

venous whole 

blood, serum or 

plasma 25

20 months 

2 to 30°C

Risk category 3* 

until May 2026

* Please contact NTD at erpd-ntd@who.int for conditions on procurement/use. 


