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2. Background

1. Purpose of this Document

7KLV�GRFXPHQW�JXLGHV�KHDOWK�FDUH�SURYLGHUV�RQ�WKH�XVH�RI�WKH�ODWHUDO�ÀRZ�OLSRDUDELQRPDQQDQ�DVVD\��/)�/$0��
IRU�WKH�GLDJQRVLV�DQG�PDQDJHPHQW�RI�DFWLYH�WXEHUFXORVLV�LQ�SHRSOH�OLYLQJ�ZLWK�+,9��3/+,9��

WHY NOW? CONTEXTUALISING THIS GUIDANCE DOCUMENT

,Q�������WKH�:+2�*OREDO�7%�3URJUDPPH�FRQYHQHG�D�*XLGHOLQH�'HYHORSPHQW�*URXS�WR�SURYLGH�XSGDWHG�FOLQLFDO�
JXLGDQFH�DQG�PDQDJHPHQW�RQ�WKH�XVH�RI�WKH�/)�/$0�DVVD\�IRU�WKH�GLDJQRVLV�RI�7%�LQ�3/+,9��7KHVH�UHYLVHG�
JXLGHOLQHV�KDYH�H[SDQGHG�HOLJLELOLW\�IRU�XVH�LQ�SDWLHQWV�ZLWK�&'��FRXQWV�WR�HTXDO�RU�OHVV�WKDQ�����FHOOV��/��YHUVXV�
WKH�SUHYLRXV�UHFRPPHQGDWLRQ�RI�D�&'��FRXQW�RI�IHZHU�WKDQ�����FHOOV��/���$OVR��WKH�DSSURDFK�WR�PDQDJLQJ�ERWK�
LQSDWLHQWV�DQG�DPEXODWRU\�SDWLHQWV�KDV�EHHQ�XSGDWHG��6LQFH�WKHQ��WKH������&RFKUDQH�UHYLHZ�RQ�WKH�XVH�RI�/)�
/$0�LQ�3/+,9�KDV�DOVR�VWUHQJWKHQHG�DYDLODEOH�HYLGHQFH�5 

+RZHYHU�� WKH�:+2�JXLGHOLQHV�GR�QRW� VSHDN� WR� WKH� LQWHJUDWLRQ�RI�/)�/$0�DQG�*HQH;SHUW� �DV�ZHOO� DV�RWKHU�
WHVWV��LQ�EURDGHU�GLDJQRVWLF�DOJRULWKPV�DQG�SURWRFROV��/RFDO�VWXGLHV�KDYH�VKRZQ�WKDW�IRU�VSXWXP�H[SHFWRUDWLQJ�
KRVSLWDOLVHG�SDWLHQWV�ZLWK�$+'��ZKHUH�DFFHVV�WR�ERWK�WHVWV�LV�DYDLODEOH��FRQFXUUHQW�WHVWLQJ�ZLWK�;SHUW�DQG�/$0�LV�
OLNHO\�WKH�EHVW�VWUDWHJ\�IRU�GLDJQRVLQJ�7%��)XUWKHU��XULQH�/$0�WHVWLQJ�LQ�VSXWXP�VFDUFH�KRVSLWDOLVHG�+,9�LQIHFWHG�
SDWLHQWV�KDV�DOVR�EHHQ�VKRZQ�WR�HIIHFWLYHO\�GLDJQRVH�7%���� 

%HFDXVH�WKH�HYLGHQFH�EDVH�LV�OLPLWHG�IRU�WKH�RXWSDWLHQW�VHWWLQJ�IRU�SDWLHQWV�ZLWK�$+'�DQG�RU�ORZ�&'��FRXQWV��
FOHDU�GLUHFWLRQ�LV�UHTXLUHG�DW�WKLV�VWDJH��7KHUHIRUH��WKLV�JXLGDQFH�GRFXPHQW�VHUYHV�WR�FODULI\�6RXWK�$IULFD¶V�XVH�
RI�WKH�ODWHUDO�ÀRZ�XULQH�OLSRDUDELQRPDQQDQ�DVVD\�LQ�WKH�FRQWH[W�RI�GLDJQRVLQJ�DFWLYH�7%�LQ�3/+,9�LQ�WKH�FRXQWU\��
XVLQJ�WKH�PRVW�UHFHQW�HYLGHQFH�EDVHG�JOREDO�UHFRPPHQGDWLRQV�

LF-LAM WILL SERVE AS A USEFUL TOOL TO FACILITATE EARLY DIAGNOSIS AND EARLY 
TREATMENT INITIATION IN HIV-POSITIVE PATIENTS AND THEREBY REDUCE MORTALITY.

7XEHUFXORVLV��7%��LV�WKH�OHDGLQJ�FDXVH�RI�GHDWK�LQ�+,9�SRVLWLYH�LQGLYLGXDOV�� accounting for nearly half a million 
FDVHV�DQG�����RI�$,'6�UHODWHG�GHDWKV�LQ��������7KH�VWUDWHJ\�RI�WKH�:RUOG�+HDOWK�2UJDQL]DWLRQ��:+2��IRU�7%�
SUHYHQWLRQ��FDUH�DQG�FRQWURO�IRU�����±������NQRZQ�DV�WKH�(QG�RI�7%�6WUDWHJ\��SULRULWLVHV�WKH�HDUO\�GLDJQRVLV�
of TB as a critical strategy for reducing the global burden of TB.3�7KRVH�ZLWK�VXSSUHVVHG�LPPXQLW\�GXH�WR�+,9�
LQIHFWLRQ�DUH�VLJQL¿FDQWO\�PRUH�OLNHO\�WR�GHYHORS�DFWLYH�7%�WKDQ�WKRVH�ZLWK�QRUPDO�LPPXQLW\��$Q�HVWLPDWHG���±
����RI�+,9�SRVLWLYH�SHRSOH�LQIHFWHG�ZLWK�7%�ZLOO�JR�RQ�WR�GHYHORS�WKH�DFWLYH�GLVHDVH���7%�EHFRPHV�PRUH�GLI¿FXOW�
WR� GLDJQRVH� DV� LPPXQRVXSSUHVVLRQ� SURJUHVVHV�� ,PPXQRVXSSUHVVLRQ� LV� DOVR� DVVRFLDWHG� ZLWK� GLVVHPLQDWHG�
GLVHDVH�DQG�KLJK�PRUWDOLW\�ULVN�LQ�3/+,9�

8QGHUGLDJQRVLV� RI�7%�� HVSHFLDOO\� LQ� SODFHV�ZLWKRXW�ZLGHVSUHDG� KHDOWK� FDUH� DFFHVV�� LV� D� SULQFLSDO� EDUULHU� WR�
FRPEDWLQJ�WKH�GLVHDVH��:KLOH�QHZHU��LPSURYHG�PROHFXODU�GLDJQRVWLFV�VXFK�DV�WKH�;SHUW�07%�5,)��8OWUD�DVVD\�
KDYH�JRRG�VHQVLWLYLW\�DQG�H[FHOOHQW�VSHFL¿FLW\�DQG�DUH�ZLGHO\�DYDLODEOH�LQ�6RXWK�$IULFD��WKH�WXUQDURXQG�WLPH�IRU�
results remains a critical issue in the country.

7KH�GLDJQRVLV�RI�7%�LQ�3/+,9�XVLQJ�VSXWXP�EDVHG�WHVWV�LV�DOVR�FKDOOHQJLQJ��JLYHQ�WKH�IUHTXHQF\�RI�H[WUDSXOPRQDU\�
7%�DQG�SDXFLEDFLOODU\�SXOPRQDU\�7%��DQG�WKH�LQDELOLW\�RI�VXFK�SDWLHQWV�WR�H[SHFWRUDWH�VSXWXP��$V�D�UHVXOW��7%�
+,9�LQIHFWHG�FOLHQWV�RIWHQ�KDYH�LQFUHDVHG�PRUWDOLW\�GXH�WR�UDSLG�7%�GLVHDVH�SURJUHVVLRQ��ODWH�GLDJQRVLV�DQG�ODWH�
WUHDWPHQW�LQLWLDWLRQ��1HZHU�WHVWV�EDVHG�RQ�WKH�GHWHFWLRQ�RI�WKH�P\FREDFWHULDO�OLSRDUDELQRPDQQDQ�DQWLJHQ�LQ�XULQH�
KDYH�SURYHQ�WR�EH�HI¿FDFLRXV�DV�SRLQW�RI�FDUH��32&��WHVWV�IRU�7%�DPRQJ�SHRSOH�ZLWK�$+'��

,W�VKRXOG�EH�QRWHG�WKDW�WKH�FXUUHQWO\�DYDLODEOH�XULQH�/$0�DVVD\V�KDYH�VXERSWLPDO�VHQVLWLYLW\�DQG�DUH�WKHUHIRUH�
QRW�VXLWDEOH�DV�GLDJQRVWLF�WHVWV�IRU�7%�LQ�DOO�SRSXODWLRQV��+RZHYHU��XQOLNH�WUDGLWLRQDO�GLDJQRVWLF�PHWKRGV��XULQH�
/$0�DVVD\V� GHPRQVWUDWH� JUHDWHU� VHQVLWLYLW\� IRU� WKH� GLDJQRVLV� RI�7%� DPRQJ� LQGLYLGXDOV� FRLQIHFWHG�ZLWK�+,9�
FRPSDUHG�WR�+,9�VHURQHJDWLYH�LQGLYLGXDOV�

�



3. Rationale

7KH�HPHUJHQFH�RI�HDVLHU�WR�XVH�32&�WHVWV�XVLQJ�XULQH�WR�LGHQWLI\�7%��E\�GHWHFWLQJ�WKH�P\FREDFWHULDO�/$0�DQWLJHQ���
KDV� EHHQ� D� ZHOFRPH� DGGLWLRQ� WR� WKH� 7%� GLDJQRVWLFV� HQYLURQPHQW�� /)�/$0� �'HWHUPLQH70� 7%� /$0�$J��$EERWW��
&KLFDJR��,/��86$��FDQ�EH�XVHG�IRU�WKH�GLDJQRVLV�RI�7%�LQ�+,9�SRVLWLYH�SDWLHQWV�ZLWK�DGYDQFHG�LPPXQRGH¿FLHQF\��
7KH�*OREDO�3ODQ�WR�6WRS�7%�KDV�SULRULWLVHG�WKH�GHYHORSPHQW�RI�VLPSOH��DFFXUDWH�� LQH[SHQVLYH�WHVWV� IRU�7%�FDVH�
GHWHFWLRQ� LQ� +,9�SRVLWLYH� LQGLYLGXDOV��� $V� D� VWUDWHJ\� IRU� UDSLG� 7%� GLDJQRVLV�� WKH� GHWHFWLRQ� RI� 0\FREDFWHULXP�
tuberculosis antigens has been explored over several decades.��/LSRDUDELQRPDQQDQ��/$0���D������N'�JO\FROLSLG�
FRPSRQHQW�RI�WKH�RXWHU�FHOO�ZDOO�RI�P\FREDFWHULD�� LV�DQ�DWWUDFWLYH�GLDJQRVWLF�WDUJHW�IRU�VHYHUDO�UHDVRQV��/$0�DV�
a bacterial product has the theoretical potential to discriminate active TB from latent TB infection independent 
RI�KXPDQ�LPPXQH�UHVSRQVHV��,W�LV�KHDW�VWDEOH��FOHDUHG�E\�WKH�NLGQH\�DQG�GHWHFWDEOH�LQ�XULQH�9�$�XULQH�WHVW�FRXOG�
IDFLOLWDWH�7%�GLDJQRVLV�LQ�SDWLHQWV�LQ�ZKRP�VSXWXP�LV�XQLQIRUPDWLYH�RU�QRW�REWDLQDEOH�DQG�ODFNV�WKH�LQIHFWLRQ�FRQWURO�
ULVNV�DVVRFLDWHG�ZLWK�VSXWXP�SURGXFWLRQ�RU�EORRG�FROOHFWLRQ�

6LQFH�������VHYHUDO�VWXGLHV�RQ�WKH�XVH�RI�WKH�/)�/$0�DVVD\�KDYH�EHHQ�FRQGXFWHG��1HZ�HYLGHQFH�KDV�HPHUJHG�
WKDW�SRWHQWLDOO\�MXVWL¿HV�WKH�XVH�RI�WKH�WHVW�LQ�D�EURDGHU�JURXS�RI�SDWLHQWV��(YLGHQFH�HPHUJLQJ�IURP�WKH�SOHWKRUD�RI�
VWXGLHV�KDV�QRWHG�WKH�LQFUHDVHG�VHQVLWLYLW\�RI�WKH�WHVW�DPRQJ�SDWLHQWV�ZLWK�D�ORZ�&'��FRXQW�������,W�LV�QRW�FOHDU�ZK\�
WKLV�LV�WKH�FDVH��EXW�LW�FRXOG�EH�GXH�WR�WKH�KLJK�EDFLOODU\�DQG�DQWLJHQ�ORDG�DQG�RU�LQFUHDVHG�JORPHUXODU�SHUPHDELOLW\�
UHVXOWLQJ�LQ�KLJK�DQWLJHQ�OHYHOV�LQ�XULQH�RU�7%�GLVHDVH�DIIHFWLQJ�WKH�JHQLWRXULQDU\�WUDFW�FRQVLGHULQJ�WKDW�GLVVHPLQDWHG�
(37%�LV�FRPPRQ�LQ�WKLV�JURXS�RI�SDWLHQWV��/)�/$0�KDV�VHYHUDO�FKDUDFWHULVWLFV�WKDW�PDNH�LW�ZHOO�VXLWHG�IRU�XVH�IRU�
WKH�6RXWK�$IULFDQ�KHDOWK�FRQWH[W��WKHUHE\�SURYLGLQJ�D�VWURQJ�MXVWL¿FDWLRQ�IRU�WKH�QDWLRQDO�UROO�RXW�WR�DOO�OHYHOV�RI�FDUH��
)LQDOO\��XULQH�/$0�GHWHFWLRQ�PD\�EH�DPHQDEOH�WR�VLPSOH��LQH[SHQVLYH�32&�SODWIRUPV��6RPH�RI�WKH�HYLGHQFH�EDVHG�
UHFRPPHQGDWLRQV�DUH�RXWOLQHG�EHORZ�

7KH� VHQVLWLYLW\� RI� WKH� DVVD\� GHSHQGV� RQ� WKH� OHYHO� RI� LPPXQRVXSSUHVVLRQ� �KLJKHU� DW� ORZHU� &'��
FRXQWV���DQG�LW�KDV�EHHQ�UHSRUWHG�WR�EH�DURXQG�����LQ�SDWLHQWV�ZLWK�&'��EHORZ�����FHOOV��/����$�
V\VWHPDWLF�UHYLHZ�IRXQG�D�SRROHG�VHQVLWLYLW\�RI����������FUHGLEOH�LQWHUYDO��&U,����±�����LQFUHDVLQJ�
WR������&U,���±����DPRQJ�SHRSOH�ZLWK�&'�������FHOOV�ȝ/���

7KLV�UHFRPPHQGDWLRQ�ZDV�LQIRUPHG�E\�WKH�%URJHU�HW�DO���������V\VWHPDWLF�UHYLHZ�DQG�PHWD�DQDO\VLV�
RI����FURVV�VHFWLRQDO�RU�FRKRUW�VWXGLHV�WKDW�VKRZHG�D�UHODWLYHO\�ORZ�SRROHG�VHQVLWLYLW\�RI����������
&,���±����DQG�KLJK�VSHFL¿FLW\�RI��������±����DJDLQVW�D�PLFURELRORJLFDO�UHIHUHQFH�VWDQGDUG��,Q�D�
VXEJURXS�RI�SDWLHQWV�ZLWK�+,9�DQG�&'��FRXQWV�OHVV�WKDQ�RU�HTXDO�WR�����FHOOV�ȝ/��SRROHG�VHQVLWLYLW\�
ZDV��������±������

3URVSHFWLYH� SDHGLDWULF� FRKRUW� VWXGLHV� IRXQG� D� SRROHG� VHQVLWLYLW\� RI� ���� ����� &,� ��±���� DQG�
VSHFL¿FLW\�RI����������&,���±�����:+2����

/RZHU�VSHFL¿FLW\�LQ�FKLOGUHQ�FRXOG�UHIHU�WR�FURVV�UHDFWLYLW\�RI�'HWHUPLQH70�/$0�$J�ZLWK�EDFWHULD�IURP�
SHULQHDO�VNLQ�RU�VWRRO�WKDW�FRQWDPLQDWH�WKH�XULQH�VDPSOH�GXULQJ�FROOHFWLRQ��DV�XULQH�EDJV�PD\�UHPDLQ�
RQ�WKH�VNLQ�IRU�VHYHUDO�KRXUV�XQWLO�WKH�FKLOG�SURGXFHV�XULQH���

*UHDWHU�VHQVLWLYLW\�DQG�LPSURYHG�\LHOG�LQ�SDWLHQWV�ZLWK�$+'

6WURQJ�HYLGHQFH�IRU�UHGXFLQJ�PRUELGLW\�DQG�PRUWDOLW\�LQ�FKLOGUHQ�ZLWK�$+'

5

7KH�/)�/$0�DVVD\�DOVR�VHUYHV�WR� LGHQWLI\�SDWLHQWV�DW�D�KLJKHU�ULVN�RI�PRUWDOLW\��7ZR�FOLQLFDO� WULDOV�
SHUIRUPHG� LQ�6RXWK�$IULFD�KDYH�VKRZQ�D� UHGXFWLRQ� LQ�PRUWDOLW\�DPRQJ�KRVSLWDOLVHG�SDWLHQWV�ZKR�
LPPHGLDWHO\� LQLWLDWHG� WUHDWPHQW� DIWHU� D� SRVLWLYH� /)�/$0� UHVXOW�� 7KHUH� LV� QRZ� JRRG� HYLGHQFH� WR�
VXSSRUW�PRUWDOLW\�UHGXFWLRQV�ZLWK�WKH�XVH�RI��/)�/$0�LQ�+,9�SRVLWLYH�SDWLHQWV�DGPLWWHG�WR�KRVSLWDO������

8ULQH�/$0�WHVWLQJ�FDQ�EH�XVHIXO�IRU�7%�GLDJQRVLV�LQ�+,9�SRVLWLYH�7%�V\PSWRPDWLF�SDWLHQWV�ZLWK�QR�
&'��FHOO�FRXQW��7KH�/$0�JUDGH�FDQ�LGHQWLI\�SDWLHQWV�DW�KLJKHU�ULVN�RI�GHDWK�LQ�WKLV�VLWXDWLRQ���

5HGXFHG�PRUWDOLW\�LQ�SHRSOH�OLYLQJ�ZLWK�+,9



7KH�WHVW�SURYLGHV�UHVXOWV�LQ����PLQXWHV�DQG�LW�LV�HDV\�WR�SHUIRUP��

6WXGLHV�KDYH�VKRZQ�WKDW�LQFOXGLQJ�/$0�LQ�WKH�7%�GLDJQRVWLF�DOJRULWKPV�LV�FRVW�HIIHFWLYH��

&XUUHQWO\��WKH�/)�/$0�DVVD\�LV�WKH�RQO\�FRPPHUFLDOO\�DYDLODEOH�7%�32&�WHVW�WKDW�KDV�EHHQ�UHFRPPHQGHG�E\�WKH�
:+2�IRU�WKH�GLDJQRVLV�RI�7%�LQ�+,9�SRVLWLYH�DGXOWV�ZLWK�V\PSWRPV�RI�7%�ZKR�DUH�VHYHUHO\�LPPXQRFRPSURPLVHG�
DQG�RU�VHULRXVO\�LOO�5�6HYHUDO�K\SRWKHVHV�PD\�H[SODLQ�WKH�KLJKHU�VHQVLWLYLW\�RI�XULQH�/$0�GHWHFWLRQ�LQ�3/+,9�

5DSLG�WXUQDURXQG�WLPH�DQG�HDVH�RI�XVH��WR�VXSSRUW�HDUO\�WUHDWPHQW�LQLWLDWLRQ

Cost-effective in low-income settings

%HGVLGH�/$0�JXLGHG�WUHDWPHQW�LQLWLDWLRQ�LQ�+,9�SRVLWLYH�KRVSLWDO�LQSDWLHQWV�ZLWK�VXVSHFWHG�7%�KDV�
EHHQ�DVVRFLDWHG�ZLWK�UHGXFHG�PRUWDOLW\���

$OWKRXJK�WKH�67$03�WULDO�KDV�VKRZQ�WKDW�XULQH�EDVHG�7%�VFUHHQLQJ�GLG�QRW�UHGXFH�RYHUDOO�PRUWDOLW\�
LQ�DOO�+,9�SRVLWLYH�LQSDWLHQWV��WKH�XULQH�EDVHG�7%�VFUHHQLQJ�PD\�FRQWULEXWH�WR�PRUWDOLW\�UHGXFWLRQV�
LQ�VRPH�KLJK�ULVN�VXEJURXSV�DQG�LPSOHPHQWDWLRQ�FRXOG�FRQWULEXWH�WRZDUGV�JOREDO�WDUJHWV�WR�UHGXFH�
TB mortality. ��

�

3RLQW�RI�FDUH�GLDJQRVLV�LPSURYHV�HDUO\�FDVH�GHWHFWLRQ�LQ�ULVN�SRSXODWLRQV

$�32&�WHVW� WKDW�UHDGLO\�GHWHFWV�DFWLYH�7%�KDV�EHHQ�VKRZQ�WR�UHGXFH�GLDJQRVWLF�GHOD\V�� LQWHUUXSW�
transmission through appropriate treatment and address many of the current gaps in global TB 
control.��



SUMMARY TABLE OF MAJOR GUIDELINE CHANGES

7KLV�JXLGDQFH�GRFXPHQW�SURYLGHV�D�VXPPDU\�RI�FKDQJHV�DGRSWHG�IURP�UHFRPPHQGDWLRQV�E\�WKH�:+2�SROLF\�
XSGDWH���������RQ�WKH�/)�/$0�DVVD\�IRU�WKH�GLDJQRVLV�RI�DFWLYH�WXEHUFXORVLV�LQ�SHRSOH�OLYLQJ�ZLWK�+,9�

WHO STRONGLY RECOMMENDS USING LF-LAM TO ASSIST IN THE DIAGNOSIS 
OF ACTIVE TB IN HIV-POSITIVE ADULTS, ADOLESCENTS AND CHILDREN

CLINICAL 
SETTING

PREVIOUS SOUTH AFRICAN 
GUIDANCE

WHO RECOMMENDATIONS CURRENT RECOMMENDATIONS 
FOR THE SOUTH AFRICAN 
CONTEXT 

,Q�DGGLWLRQ�WR�UHFRPPHQGDWLRQV�SURYLGHG�E\�WKH�:+2��WKLV�JXLGDQFH�IXUWKHU�H[SDQGV�DQG�HODERUDWHV�
RQ�WKH�XVH�RI�/)�/$0�HOLJLELOLW\�FULWHULD�IRU�KRVSLWDOLVHG�SDWLHQWV�ZLWK�+,9��LUUHVSHFWLYH�RI�SUHVXPSWLYH�
7%�RU�DYDLODELOLW\�RI�&'��FRXQW�WHVW�UHVXOWV�EDVHG�RQ�WKH�IROORZLQJ�DVVXPSWLRQV�
• ,I�D�SDWLHQW�LV�+,9�SRVLWLYH�DQG�LV�DGPLWWHG�WR�KRVSLWDO��WKH\�DUH�OLNHO\�WR�KDYH�DGYDQFHG�+,9�DQG�RU�

EH�VHYHUHO\�XQZHOO�
• 7KH�GLDJQRVLV�RI�DGYDQFHG�+,9�LQ�DGXOWV�ZRXOG�EH�EDVHG�RQ�&'��FRXQW�RU�VWDJLQJ�

THIS POLICY GUIDANCE ALSO REINFORCES THE NEED TO PERFORM GENEXPERT 
TESTING TO EXCLUDE RIFAMPICIN RESISTANCE.

7

,QSDWLHQW�
6HWWLQJ

2XWSDWLHQW�
6HWWLQJ

The guidance adopts
recommendations to include 
WKH�XVH�RI�/)�/$0�WR�DVVLVW�LQ�
the diagnosis of active TB in 
+,9��SRVLWLYH�SDWLHQWV�ZLWK�

��6LJQV�DQG�V\PSWRPV�RI
7%��SXOPRQDU\�DQG�RU�
extrapulmonary) and

��&'��FRXQW�������FHOOV�PP3

RU�$+'�6WDJH���RU�ZKR�DUH�
seriously ill.

��:LWK�VLJQV�DQG�V\PSWRPV�
��RI�7%��SXOPRQDU\�DQG�RU�
  extrapulmonary) or 
  seriously ill

��,UUHVSHFWLYH�RI�VLJQV�DQG�
��V\PSWRPV�RI�7%�DQG�ZLWK�D�
��&'��FHOO�FRXQW�RI�IHZHU�
��WKDQ�����FHOOV�PP�3

For outpatients (ambulatory
patients seen in community
KHDOWK�FDUH�FHQWUHV��SULPDU\
health care settings day
KRVSLWDOV��LQFOXGLQJ�$57
LQLWLDWLRQ�FOLQLFV���/)�/$0�
should only be performed 
ZKHQ�

• TB is suspected based on
V\PSWRPV�DQG�RU�VLJQV�$1'

��&'��FRXQW������FHOOV�

The guidance adopts
recommendations to include the 
XVH�RI�/)�/$0�WR�DVVLVW�LQ�WKH�
GLDJQRVLV�RI�DFWLYH�7%�LQ�+,9�
positive patients irrespective of 
ZKHWKHU�7%�LV�VXVSHFWHG�RU�QRW�
(i.e. irrespective of signs and
symptoms of TB) and 
LUUHVSHFWLYH�RI�WKH�SDWLHQW¶V�
&'���FRXQW��DQG�LUUHVSHFWLYH�RI�
ZKHWKHU�$+'�LV�SUHVHQW�RU�QRW��

$�VSXWXP�PROHFXODU�WHVW�IRU
7%��H�J��*HQH�;SHUW��VKRXOG�EH�
performed in parallel. 
6HH�$OJRULWKP�FKDUW�RQ�SDJH�����

,UUHVSHFWLYH�RI�VLJQV�DQG�
symptoms of TB (pulmonary
DQG�RU�H[WUDSXOPRQDU\��DQG�
ZLWK�D�&'��FHOO�FRXQW�RI�IHZHU�
WKDQ�����FHOOV�ȝ/

��:LWK�$+'�6WDJH���RU�ZKR�
DUH�VHULRXVO\�LOO��LUUHVSHFWLYH�RI�
&'��FRXQW�

/)�/$0�FDQ�EH�DGPLQLVWHUHG�
IRU�VHULRXVO\�LOO�SDWLHQWV��ZLWK
DGYDQFHG�+,9�LQ�KRVSLWDOLVHG
VHWWLQJV�ZKHQ�WKH\�DUH�VHHQ�
for a medical diagnosis in 
the emergency room or are 
DGPLWWHG�WR�PHGLFDO�ZDUGV�
LUUHVSHFWLYH�RI�ZKHWKHU�7%�
is suspected or not or the 
SDWLHQW¶V�&'���FRXQW�



4.    About the Test

5.    Criteria for the Use of this Test

7KLV�LV�D�TXDOLWDWLYH�ODWHUDO�ÀRZ�WHVW�XVHG�WR�GHWHFW�WKH�OLSRDUDELQRPDQQDQ�DQWLJHQ�
RI�0\FREDFWHULD� LQ�KXPDQ�XULQH��7KLV�DQWLJHQ� LV�D� OLSRSRO\VDFFKDULGH�IRXQG� LQ� WKH�
RXWHU�FHOO�ZDOO�RI�WKH�0\FREDFWHULXP��/LSRDUDELQRPDQQDQ�DQWLJHQV�DUH�UHOHDVHG�E\�
PHWDEROLFDOO\�DFWLYH�RU�GHJHQHUDWLQJ�0\FREDFWHULXP�FHOOV�DQG�DUH�GHWHFWDEOH�LQ�XULQH�
IROORZLQJ�FOHDUDQFH�E\�WKH�NLGQH\V��,W�LV�WKHUHIRUH�LQGLFDWLYH�RI�DFWLYH�7%�

7KH�VHQVLWLYLW\�RI�WKH�WHVW�LV�KLJKHU�LQ�SDWLHQWV�ZLWK�D�ORZ�&'��FRXQW�������,W�LV�QRW�
FOHDU�ZK\�WKLV�LV�WKH�FDVH�EXW�FRXOG�EH�GXH�WR�WKH�KLJK�EDFLOODU\�DQG�DQWLJHQ�ORDG��
increased glomerular permeability resulting in high antigen levels in urine or TB 
GLVHDVH� DIIHFWLQJ� WKH� JHQLWRXULQDU\� WUDFW�� FRQVLGHULQJ� WKDW� GLVVHPLQDWHG�(37%� LV�
common in this group of patients.

7KH�WHVW� LV�SHUIRUPHG�PDQXDOO\�E\�DSSO\LQJ����ȝ/�RI�XULQH�WR�WKH�'HWHUPLQH��7%�
/$0�$J�WHVW�VWULS�DW�URRP�WHPSHUDWXUH�IRU����PLQXWHV��7KH�VWULS�LV�HYDOXDWHG�YLVXDOO\��
7KH�LQWHQVLW\�RI�DQ\�YLVLEOH�EDQG�RQ�WKH�WHVW�VWULS�LV�JUDGHG�E\�FRPSDULQJ�LW�ZLWK�WKH�
LQWHQVLWLHV�RI�WKH�EDQGV�RQ�D�PDQXIDFWXUHU�VXSSOLHG�UHIHUHQFH�FDUG��7KH�UHIHUHQFH�
FDUG� LQFOXGHV� IRXU�EDQGV� �UDQJLQJ� IURP�*UDGH��� UHSUHVHQWLQJ�D�YHU\� ORZ�LQWHQVLW\�
EDQG�WR�*UDGH���UHSUHVHQWLQJ�D�GDUN�KLJK�LQWHQVLW\�EDQG��

7KH�XULQH�EDVHG�/)�/$0�DVVD\�LV�D�FRPPHUFLDOO\�DYDLODEOH�32&�WHVW�IRU�WKH�GHWHFWLRQ�RI�DFWLYH�7%��7KLV�LV�DQ�
LPPXQRFDSWXUH�DVVD\�WKDW�GHWHFWV�/$0�DQWLJHQ�LQ�XULQH��/)�/$0�DVVD\�LV�XVHG�WR�DVVLVW�LQ�WKH�GLDJQRVLV�RI�7%�
LQ�3/+,9�ZKR�DUH�VHULRXVO\�LOO�DQG�KRVSLWDOLVHG�RU�LQ�+,9�FRLQIHFWHG�FOLHQWV�LQ�RXWSDWLHQW�VHWWLQJV�ZLWK�DGYDQFHG�
+,9�GLVHDVH�DQG�RU�&'�������FHOOV��/�

5.1 BENEFITS OF THE TEST

8ULQH�EDVHG�WHVWLQJ�KDV�DGYDQWDJHV�RYHU�VSXWXP�EDVHG�WHVWLQJ�EHFDXVH�XULQH�LV�HDV\�WR�FROOHFW��,Q�DGGLWLRQ��
VRPH�RI�WKH�EHQH¿WV�RI�WKH�WHVW�LQFOXGH�WKH�IROORZLQJ�
• 7KH�WHVW�LV�HDV\�WR�SHUIRUP��PLQLPDO�WUDLQLQJ�LV�UHTXLUHG�
• 7KH�WHVW�FDQ�EH�GRQH�DW�D�32&�IDFLOLW\�DQG�FDQ�DVVLVW�ZLWK�WKH�GLDJQRVLV�RI�DFWLYH�7%��KRZHYHU��LW�VKRXOG�EH�

noted that the exact location or strain of the TB cannot be determined.
• 7KH�WHVW�ZLOO�HQVXUH�HDUO\�LGHQWL¿FDWLRQ�DQG�HDUO\�LQLWLDWLRQ�RI�WUHDWPHQW�DQG�UHGXFWLRQ�LQ�PRUWDOLW\�IRU�+,9�

7%�FRLQIHFWHG�SDWLHQWV�

5.2 LIMITATIONS OF THE TEST

• /)�/$0�$J�VKRXOG�EH�IROORZHG�XS�ZLWK�D�WHVW�WR�FRQ¿UP�5LIDPSLFLQ�VHQVLWLYLW\�VXFK�DV�;SHUW�LI�SRVVLEOH��EXW�
WKLV�VKRXOG�QRW�GHOD\�WUHDWPHQW�LQLWLDWLRQ�IRU�SDWLHQWV�ZLWK�SRVLWLYH�/)�/$0�UHVXOWV�

• 7KH�LQWHQVLW\�RI�WKH�SDWLHQW¶V�UHVXOW�EDU�GRHV�QRW�QHFHVVDULO\�FRUUHODWH�WR�WKH�EDFWHULDO�EXUGHQ�
• ([FUHWLRQ� RI� /$0� DQWLJHQ� LQ� XULQH� PD\� YDU\� GHSHQGLQJ� RQ� WKH� LQGLYLGXDO� SDWLHQW¶V� FRQGLWLRQ� DQG� WKHLU�

XQGHUO\LQJ�LOOQHVV�RU�WUHDWPHQW��)RU�H[DPSOH��WKH�XVH�RI�GLXUHWLFV�PD\�DIIHFW�WKH�DELOLW\�RI�WKH�WHVW�WR�GHWHFW�
WKH�/$0�DQWLJHQ�LQ�XULQH��7KLV�VKRXOG�EH�FRQVLGHUHG�ZKHQ�LQWHUSUHWLQJ�WKH�UHVXOWV�E\�UHYLHZLQJ�WKH�SDWLHQW¶V�
medical records or obtaining a medical history from the patient.

,Q�6RXWK�$IULFD�� WKH�/)�/$0�DVVD\�WHVW�PD\�EH�SHUIRUPHG�DV�D�32&�WHVW��ZKLFK�FDQ�EH�DGPLQLVWHUHG� LQ� WKH�
FRQVXOWLQJ�URRP�DV�ORQJ�DV�
��� The test is consistently stored at the right temperature.
��� 7KH�WHVW�XVHU�DGKHUHV�WR�WKH�ZDLWLQJ�WLPH�EHIRUH�GHWHUPLQLQJ�D�UHVXOW�
3. 7KH�UHVXOW�LV�DOZD\V�GHWHUPLQHG�XVLQJ�WKH�UHIHUHQFH�FDUG�
��� The result is recorded and captured in the correct documentation.

�



• ,QYDOLG�UHVXOWV�DUH�QRW�D�VLJQ�RI�D�SRVLWLYH�RU�QHJDWLYH�WHVW�UHVXOW��,I�WKH�UHVXOW�LV�LQYDOLG��WKH�WHVW�VKRXOG�EH�
UHSHDWHG��,I�UHSHDWHG�LQYDOLG�UHVXOWV�DUH�REWDLQHG��WKH�SDWLHQW�VKRXOG�EH�UH�WHVWHG�E\�DQRWKHU�PHWKRG��7KH�
¿QDO�SDWLHQW�GLDJQRVLV�VKRXOG�EH�DVVHVVHG�EDVHG�RQ�D�FRPSUHKHQVLYH�FOLQLFDO�HYDOXDWLRQ�

• 7KH�WHVW�GRHV�QRW�GLVWLQJXLVK�EHWZHHQ�WKH�GLIIHUHQW�VSHFLHV�RI�P\FREDFWHULD��DQG�WKHUHIRUH�ZLOO�QHHG�WR�EH�
XVHG�LQ�FRPELQDWLRQ�ZLWK�FRQ¿UPDWRU\�WHVWV�VXFK�DV�*HQH;SHUW�07%�5,)��8OWUD�DVVD\��RU�FXOWXUH�DQG�/3$�
'67�

• 7KH�WHVW�PD\�RQO\�EH�XVHG�ZLWK�D�XULQH�VDPSOH�

5.3 INPATIENTS

7KH�/)�/$0�$J�DVVD\�FDQ�EH�DGPLQLVWHUHG�WR�DOO�KRVSLWDOLVHG�SDWLHQWV�ZLWK�DQ�+,9�LQIHFWLRQ�WKDW�ZDUUDQWV�FOLQLFDO�
VXVSLFLRQ�RI�7%��,Q�WKHVH�SDWLHQWV��/)�/$0�DQG�;SHUW�VKRXOG�EH�XVHG�WR�DVVLVW�LQ�WKH�GLDJQRVLV�RI�7%�GLVHDVH�
UHJDUGOHVV�RI�WKH�SUHVHQFH�RI�7%�V\PSWRPV�RU�FOLQLFDO�GDQJHU�VLJQV�DQG�DYDLODELOLW\�RI�&'��FRXQW�UHVXOWV�
• 7KH�WHVWV�VKRXOG�QRW�EH�XVHG�LI�WKH�SDFNDJLQJ�LV�GDPDJHG�RU�WHVW�VWULSV�DUH�ZHW�
• 7KH�IRLO�SRXFK�ZLWK�UHPDLQLQJ�WHVWV�WRJHWKHU�ZLWK�WKH�GHVLFFDQW�PXVW�EH�UHVHDOHG�LPPHGLDWHO\�DIWHU�UHPRYDO�

RI�D�WHVW�VWULS��E\�SUHVVLQJ�WKH�VHDO�IURP�HQG�WR�HQG�WR�FORVH�

6HULRXVO\�LOO�SDWLHQWV�DUH�PRUH�OLNHO\�WR�WHVW�SRVLWLYH�ZLWK�WKH�/)�/$0�WHVW�WKDQ�DPEXODWRU\�SDWLHQWV��6HULRXVO\�LOO�
SDWLHQWV�DUH�GH¿QHG�DV�SDWLHQWV�ZKR�SUHVHQW�ZLWK�WKH�IROORZLQJ�VLJQV�
• 5HVSLUDWRU\�UDWH�DERYH����EUHDWKV�SHU�PLQXWH
• )HYHU��WHPSHUDWXUH�!����&�
• +HDUW�UDWH�EHORZ�����EHDWV�SHU�PLQXWH
• ,QDELOLW\�WR�ZDON�XQDLGHG�DQG�KDYLQJ�D�ORZ�%0,���������DQG�RU�EHLQJ�VHYHUHO\�XQGHUZHLJKW�RU�ZDVWHG�

THE LF-LAM TEST SHOULD BE PERFORMED ON SERIOUSLY ILL PATIENTS WITH SUSPECTED TB. 

5.4 OUTPATIENTS

%\�FRQWUDVW��RXWSDWLHQWV��DPEXODWRU\�SDWLHQWV�VHHQ�LQ�FRPPXQLW\�KHDOWK�FDUH�FHQWUHV��FOLQLFV��KRVSLWDO�RXWSDWLHQW�
GHSDUWPHQWV�DQG�$57�LQLWLDWLRQ�FOLQLFV��VKRXOG�RQO\�EH�WHVWHG�ZLWK�/)�/$0�ZKHQ�
• 7%�LV�VXVSHFWHG�EDVHG�RQ�V\PSWRPV�DQG�RU�VLJQV�$1'
• &'��FRXQWV�DUH������FHOOV�ȝ/

;SHUW�VKRXOG�EH�SHUIRUPHG�FRQFXUUHQWO\�ZLWK�WKH�/)�/$0�WHVW�IRU�DOO�SUHVXPSWLYH�7%�FDVHV�ZKR�DUH�+,9�SRVLWLYH��
+RZHYHU��LW�VKRXOG�EH�QRWHG�WKDW�WKH�;SHUW�LQ�WKHVH�SDWLHQWV�VHUYHV�DV�DQ�DGGLWLRQDO�WHVW�WR�FRQ¿UP�VXVFHSWLELOLW\�
RU�UHVLVWDQFH�WR�5LIDPSLFLQ��,Q�FDVHV�ZKHUH�SDWLHQWV�FDQ�SURGXFH�D�VSXWXP�VDPSOH��EXW�LW�LV�IRXQG�WR�EH�;SHUW�
QHJDWLYH��D�FXOWXUH��GUXJ�VXVFHSWLELOLW\�WHVW�DQG�/)�/$0�WHVW�VKRXOG�DOVR�EH�SHUIRUPHG�

9



6.    Roles and Responsibilities

7KH�WDUJHW�DXGLHQFH�IRU�WKLV�JXLGDQFH�LQFOXGHV�QDWLRQDO�DQG�SURYLQFLDO�SROLF\PDNHUV��FOLQLFLDQV��SURIHVVLRQDO�
KHDOWK�FDUH�SURYLGHUV��+,9�DQG�7%�GLVWULFW�DQG�SURYLQFLDO�FRRUGLQDWRUV��DV�ZHOO�DV�WHFKQLFDO�DQG�LPSOHPHQWLQJ�
SDUWQHUV�VXSSRUWLQJ�WKH�XVH�RI�7%�GLDJQRVWLFV�LQ�UHVRXUFH�OLPLWHG�FOLQLFDO�VHWWLQJV��7KLV�GRFXPHQW�SURYLGHV�
a description of duties for each professional health care provider in ensuring optimal service delivery.

 
   PROFESSIONAL HEALTH CARE PROVIDERS

 
DUTIES AND RESPONSIBILITIES

    

• REGISTRARS
• SPECIALIST DOCTORS
• MEDICAL OFFICERS
• COMMUNITY SERVICES DOCTORS
• MEDICAL INTERNSHIP DOCTORS
• CLINICAL ASSOCIATES

• 7R� HQVXUH� DOO� SUHVXPSWLYH� 7%� FOLHQWV� ZKR� DUH�
+,9�SRVLWLYH�DQG�RU�DUH�VHULRXVO\� LOO��+,9�SRVLWLYH�
SDWLHQWV�ZLWK�D�&'��FRXQW�RI������FHOOV�ȝ/��DQG�
ZKR�DUH�XQDEOH�WR�SURGXFH�VSXWXP�DUH�VFUHHQHG�
IRU�7%�XVLQJ�/)�/$0�

• ,Q� FDVHV� ZKHUH� +,9� SDWLHQWV� FDQ� SURGXFH� D�
VSXWXP�VDPSOH�� EXW� LW� LV�;SHUW� QHJDWLYH�� D� /$0�
test should also be done.

• Professional health care providers are charged 
ZLWK� DGPLQLVWHULQJ�� LQWHUSUHWLQJ� DQG� SURYLGLQJ�
appropriate clinical management.

• Perform quality assurance measures to ensure 
DFFXUDWH�DSSOLFDWLRQ��LQWHUSUHWDWLRQ�DQG�UHFRUGLQJ�
of results. 

    

• PROFESSIONAL NURSES

2SHUDWLRQDO�8QLW�0DQDJHUV�DUH�UHVSRQVLEOH�IRU�RUGHU�
LQJ�WKH�WHVW�NLW�DQG�DUH�UHVSRQVLEOH�IRU�DGPLQLVWHULQJ��
interpreting and providing appropriate clinical man�
agement. The nursing category further includes all 
FDWHJRULHV�RI�QXUVLQJ�VWDII�LUUHVSHFWLYH�RI�UDQN�ZKR�DUH�
trained to perform a urine test in any clinical setting. 
7KLV�DOVR�LQFOXGHV��EXW�LV�QRW�OLPLWHG�WR�HQUROOHG�QXUV�
HV��1,0$57�DQG�1,0'5�7%�QXUVHV�

• PHARMACISTS/PHARMACY ASSISTANTS
,VVXH�DQG�GLVWULEXWH�/)�/$0�WHVW�NLWV�DQG�HQVXUH�
DSSURSULDWH�VWRUDJH�RI�WHVW�NLWV�

• HIV AND TB PROGRAMME MANAGERS

• )RUHFDVW�WKH�YROXPHV�RI�/)�/$0�WHVW�NLWV�UHTXLUHG�
for district and subdistrict level and monitor de�
mand and supply on an ongoing basis.

• Develop a provincial budget in consultation 
ZLWK� GLVWULFWV�� VXEGLVWULFWV�� DQG� RWKHU� KHDOWK� SUR�
JUDPPHV� WR� PRQLWRU� WKH� DYDLODELOLW\� RI� /)�/$0�
WHVW�NLWV�

• (QVXUH�DGKHUHQFH�WR�FOLQLFDO�JRYHUQDQFH��

    
    
• REGIONAL TRAINING CENTRES

6XSSRUW� WKH� /)�/$0� UROO�RXW� DQG� WUDLQLQJ� DW� district 
and subdistrict level.

��



7.    Materials and Equipment Required

8.    Procedure for Performing the Test

• 'HWHUPLQH��7%�/$0�$J�WHVW�NLW
• $�VWHULOH�VSHFLPHQ�FROOHFWLRQ�FRQWDLQHU
• Disposable gloves
• Blotting paper sheet
• %XOE�SLSHWWH������/��SURYLGHG�ZLWK�WHVW�NLW
• %LRKD]DUG�PHGLFDO�ZDVWH�ELQ
• 7LPHU��WR�PRQLWRU�WKH����PLQXWHV�UHTXLUHG�� �

to generate results)

8.1 PRETESTING PHASE

• Prepare testing station by ensuring all materials are neatly set out.
• &KHFN�WKH�FRQGLWLRQ�RI�WHVW�NLW�DQG�VWULSV��UHFRUG�NLW�ORW�QXPEHU��FRQ¿UP�WKH�H[SLU\�GDWH�DQG�VWRUDJH�

FRQGLWLRQV�RI�WKH�NLW�
• 7KH�WHVWV�VKRXOG�QRW�EH�XVHG�LI�WKH�SDFNDJLQJ�LV�GDPDJHG�RU�WHVWV�VWULSV�DUH�ZHW�
• 7KH�IRLO�SRXFK�ZLWK�UHPDLQLQJ�WHVWV�WRJHWKHU�ZLWK�WKH�GHVLFFDQW�PXVW�EH�UHVHDOHG�LPPHGLDWHO\�DIWHU�

UHPRYDO�RI�D�WHVW�VWULS��E\�SUHVVLQJ�WKH�VHDO�IURP�HQG�WR�HQG�WR�FORVH�
• (QVXUH�DGKHUHQFH�WR�LQIHFWLRQ�SUHYHQWLRQ�DQG�FRQWURO�PHDVXUHV��&ROOHFW�WKH�XULQH�VSHFLPHQ�DFFRUGLQJ�

WR�WKH�JXLGDQFH�RXWOLQHG�LQ�WKLV�GRFXPHQW��&OHDU�LQVWUXFWLRQV�VKRXOG�EH�SURYLGHG�WR�WKH�SDWLHQW�RQ�WKH�
collection of urine.

• ,W�LV�GHVLUDEOH��WKRXJK�QRW�HVVHQWLDO��WR�FROOHFW�D�¿UVW�RU�HDUO\�PRUQLQJ�XULQH�VSHFLPHQ�DV�WKLV�LQFUHDVHV�
the yield considerably.

8.2 TESTING PHASE

8.2.1 PERFORMING THE TEST
• 7KH�/)�/$0�LV�D�VWULS�WHVW�ZKLFK�LV�SHUIRUPHG�RQ�XQSURFHVVHG�XULQH��8VLQJ�SLSHWWH�SURYLGHG��DGG����

�/�������P/��RI�XULQH�WR�WKH�VDPSOH�SDG�RI�WKH�WHVW�VWULS�
• :DLW�D�PLQLPXP�RI����PLQXWHV�DQG�UHDG�WKH�UHVXOW��9LVXDOLVH�WKH�VWULS�XQGHU�VWDQGDUG�LQGRRU�OLJKWLQJ��

conditions or in the shade. Do not visualise the strip under direct sunlight. Results are stable for up 
to 35 minutes after sample application. Do not read beyond 35 minutes.

8.2.2 INTERPRETING THE TEST RESULTS
7KH�VWULS�LV�WKHQ�LQVSHFWHG�ZLWK�WKH�QDNHG�H\H�LQ�VWDQGDUG�LQGRRU�OLJKWLQJ��7R�DVVLVW�ZLWK�WKH�UHDGLQJ�DQG�
LQWHUSUHWDWLRQ�RI�WKH�UHVXOWV��WKH�UHIHUHQFH�VFDOH�FDUG��SURYLGHG�LQ�WKH�NLW��VKRXOG�EH�XVHG��7KLV�LV�KHOG�
DORQJVLGH�WKH�ZLQGRZ�ODEHOOHG�3DWLHQW�RQ�WKH�WHVW�VWULS��DQG�WKH�LQWHQVLW\�RI�DQ\�YLVLEOH�EDQG�RQ�WKH�WHVW�
VWULS�LV�FRPSDUHG�ZLWK�WKRVH�RQ�WKH�UHIHUHQFH�FDUG�

LINE POSITIVE NEGATIVE INVALID

  CONTROL

  PATIENT

��



8.3 AID FOR RESULT INTERPRETATION
 
7R�DVVLVW�ZLWK�UHVXOWV�UHDGLQJ�DQG�LQWHUSUHWDWLRQ��
XVH�WKH�UHIHUHQFH�VFDOH�FDUG�SURYLGHG�LQ�WKH�NLW�
E\�KROGLQJ�LW�DORQJVLGH�WKH�SDWLHQW�UHVXOW�ZLQGRZ�

8.3.1 TEST RESULTS AND INTERPRETATION: POSITIVE

LINE POSITIVE LAM ANTIGEN POSITIVE

   CONTROL

�7ZR�EDUV�±�&RQWURO�DQG�3DWLHQW�%DUV�
3XUSOH�JUH\�EDUV�DSSHDU�LQ�ERWK�WKH�FRQWURO�ZLQGRZ��ODEHOOHG�
³&RQWURO´�

AND

7KH�3DWLHQW�ZLQGRZ��ODEHOOHG�³3DWLHQW´��RI�WKH�VWULS�
&RORXU�LQWHQVLW\�VKRXOG�EH�HTXDO�WR�RU�VWURQJHU�WKDQ�DQ\�RI�WKH�
coloured bars in the positive range on the reference scale card.

   PATIENT

8.3.2 TEST RESULTS AND INTERPRETATION: NEGATIVE

LINE NEGATIVE LAM ANTIGEN NEGATIVE

   CONTROL
�2QH�EDU�±�&RQWURO�%DU�
2QH�SXUSOH�JUH\�EDU�DSSHDUV�LQ�WKH�FRQWURO�ZLQGRZ�RI�WKH�VWULS�
�ODEHOOHG�³&RQWURO´�

$1'

1R�SXUSOH�JUH\�EDU�DSSHDUV�LQ�WKH�3DWLHQW�ZLQGRZ�RI�WKH�VWULS�
�ODEHOOHG�³3DWLHQW´��   PATIENT

Note: The test result is positive even if the patient bar appears lighter or darker than the control bar. 
This means that so long as there is a control line present it is a valid test even if the control line is 
lighter than the patient line. There is no correlation between the control line and patient line.

��



8.4 DISPOSING OF SPECIMENS

• Discard the urine.
• 'LVSRVH�RI�WKH�WHVW�VWULS��SLSHWWH��DQG�JORYHV�LQ�WKH�ELRKD]DUG�PHGLFDO�ZDVWH�ELQ�IRU�GLVSRVDO�LQ�DFFRUGDQFH�

ZLWK�LQVWLWXWLRQDO�ZDVWH�GLVSRVDO�JXLGHOLQHV�DQG�QDWLRQDO�RU�ORFDO�ZDVWH�GLVSRVDO�SURFHGXUHV�IRU�KD]DUGRXV�
ZDVWH.

8.3.3 TEST RESULTS AND INTERPRETATION: INVALID

8.3.4 TEST RESULTS AND INTERPRETATION: EQUIVOCAL/INDEFINITE 

Note: The test result is positive even if the patient bar appears lighter or darker than the control bar. 
This means that so long as there is a control line present, it is a valid test even if control line is 
lighter than the patient line. There is no correlation between the control line and patient line.

LINE POSITIVE LAM ANTIGEN INVALID

   CONTROL
�1R�&RQWURO�%DU�
,I�WKHUH�LV�QR�SXUSOH�JUH\�EDU�LQ�WKH�FRQWURO�ZLQGRZ�RI�WKH�VWULS��
HYHQ�LI�D�SXUSOH�JUH\�EDU�DSSHDUV�LQ�WKH�SDWLHQW�ZLQGRZ�RI�WKH�
VWULS��WKH�UHVXOW�LV�LQYDOLG�DQG�WKH�WHVW�VKRXOG�EH�UHSHDWHG�

,I�WKH�SUREOHP�SHUVLVWV��FRQWDFW�7HFKQLFDO�6XSSRUW�RU�\RXU�ORFDO�
$EERWW�UHSUHVHQWDWLYH�   PATIENT

LINE NEGATIVE LAM ANTIGEN EQUIVOCAL/INDEFINITE

   CONTROL

�2QH�EDU�±�&RQWURO�%DU�
2QH�SXUSOH�JUH\�EDU�DSSHDUV�LQ�WKH�FRQWURO�ZLQGRZ�RI�WKH�VWULS�
�ODEHOOHG�³&RQWURO´��ZLWK�XQFOHDU�RU�LQFRPSOHWH��EURNHQ�OLQH�RU�
GRW��SXUSOH�JUH\�EDU�LQ�WKH�3DWLHQW�ZLQGRZ�RI�WKH�VWULS��ODEHOOHG�
³3DWLHQW´��

OR

7KH�FRORXU�LQWHQVLW\�RI�WKH�EDU�LQ�WKH�3DWLHQW�ZLQGRZ�LV�ORZHU�WKDQ�
coloured bars in the Positive range on the reference scale card.
)RU�D�EHWWHU�FOLQLFDO�GHFLVLRQ��WKH�WHVW�VKRXOG�EH�UHSHDWHG��
$OWHUQDWLYHO\��FROOHFW�D�QHZ�XULQH�VDPSOH�LQ�WKH�IROORZLQJ�GD\V�IURP�
the patient and test. First or early morning urine is recommended.

   PATIENT

��



POSSIBLE CAUSE/INTERPRETATION ACTION

NO BAND IN THE 
CONTROL WINDOW

��,QVXI¿FLHQW�ZDLWLQJ�SHULRG
��,QVXI¿FLHQW�XULQH�VSHFLPHQ
• Damaged or faulty test strip
��([SLUHG�WHVW�VWULS

Repeat the test using another test 
strip

EXTREMELY FAINT BAND 
IN THE CONTROL WINDOW

• The control line can vary in
���LQWHQVLW\��$Q\�YLVLEOH�OLQH�
   validates the results

No action required

9.    Storage Requirements

�������4XDOLW\�&RQWURO

KIT STORAGE

• 7KH�WHVWV�DUH�DYDLODEOH�LQ�SDFNDJHV�RI����WHVW�VWULSV�DQG�LQFOXGH�D�UHIHUHQFH�VFDOH�FDUG�DQG�D�GHVLFFDQW��7KH�
shelf life for the test strips is 17 months from manufacture.�([SLU\�LV�LQGLFDWHG�RQ�WKH�SRXFK�DQG�HDFK�WHVW�
card. DO NOT USE BEYOND THE EXPIRY DATE.

• 7KH�VWRUDJH�FRQGLWLRQV�DQG�URRP�WHPSHUDWXUH�PXVW�EH�FKHFNHG�GDLO\��,Q�KRW�DUHDV��WKH�WHVW�PD\�EH�VWRUHG�LQ�
WKH�UHIULJHUDWRU�±�DO NOT FREEZE.

SAMPLE STORAGE

• )UHVK�XULQH�VDPSOHV�FDQ�EH�XVHG�ZLWKLQ���KRXUV�LI�NHSW�DW�URRP�WHPSHUDWXUH�
• 8ULQH�VDPSOHV�VKRXOG�EH�VWRUHG�DW��±���&�LI�WKH�WHVW�LV�WR�EH�UXQ�ZLWKLQ���GD\V�RI�FROOHFWLRQ�
• Bring all refrigerated urine samples to room temperature one hour before use.
• ,I�WHVWLQJ�LV�GHOD\HG�IRU�PRUH�WKDQ���GD\V��XULQH�VDPSOHV�VKRXOG�EH�IUR]HQ��±����&�RU�FROGHU��
• 5HIHU�WR�LQVWUXFWLRQV�IRU�XVH�IRU�IXUWKHU�LQIRUPDWLRQ�RQ�IUR]HQ�VDPSOHV�

10.1 PROCEDURAL QUALITY CONTROL

7KH�WHVW�KDV�DQ�LQWHUQDO�TXDOLW\�FRQWURO�PHFKDQLVP�ZKLFK�LV�UHÀHFWHG�LQ�WKH�ZLQGRZ�ODEHOOHG�&RQWURO�RQ�WKH�WHVW�
VWULS��$�SXUSOH�JUH\�EDQG�LQ�WKLV�ZLQGRZ�LQGLFDWHV�D�YDOLG�WHVW��7KH�WHVW�UHVXOW�PXVW�EH�UHDG�LQ�FRQMXQFWLRQ�ZLWK�WKH�
UHIHUHQFH�VFDOH�FDUG�VXSSOLHG�ZLWK�WKH�NLW�WR�PLQLPLVH�IDOVH�SRVLWLYH�DQG�QHJDWLYH�UHVXOWV�

��

• 7KH�WHVWV�VKRXOG�QRW�EH�XVHG�LI�WKH�SDFNDJLQJ�LV�GDPDJHG�RU�WHVWV�VWULSV�DUH�ZHW�
• 7KH�IRLO�SRXFK�ZLWK�UHPDLQLQJ�WHVWV�WRJHWKHU�ZLWK�WKH�GHVLFFDQW�PXVW�EH�UHVHDOHG�LPPHGLDWHO\�DIWHU�UHPRYDO�

RI�D�WHVW�VWULS��E\�SUHVVLQJ�VHDO�IURP�HQG�WR�HQG�WR�FORVH�

• 5HPRYDO�RI�WKH�WHVW�XQLWV�VKRXOG�VWDUW�IURP�WKH�ULJKW�VLGH�RI�WKH�WHVW�FDUG�WR�SUHVHUYH�WKH�ORW�QXPEHU�ZKLFK�
appears on the left side of the test card.

• ,I�WHVWLQJ�PXOWLSOH�VDPSOHV�DW�D�WLPH�WKHUH�LV�QR�QHHG�WR�VHSDUDWH�WKH�VWULSV��MXVW�ODEHO�WKHP�DSSURSULDWHO\�
• The assay should be initiated immediately after removing the protective foil cover from each test.



10.2    QUALITY CONTROL REQUIREMENTS

This guidance document recommends periodic assessment of quality control recommendations for health care 
ZRUNHUV�WR�HQVXUH�DFFXUDWH�VSHFLPHQ�DSSOLFDWLRQ�DQG�LQWHUSUHWDWLRQ��4XDOLW\�FRQWURO�PHDVXUHV�FDQ�EH�SHUIRUPHG�
E\�WKH�DWWHQGLQJ�KHDOWK�FDUH�ZRUNHU�DQG�WKLV�SURFHVV�VKRXOG�EH�JXLGHG�E\�WKH�UHFRPPHQGDWLRQV�RXWOLQHG�LQ�WKLV�
GRFXPHQW�DQG�RQ�WKH�LQVWUXFWLRQ�VKHHW��)ROORZ�WKH�VWHSV�LQ�WKH�DSSOLFDWLRQ�PDQXDO�WR�HYDOXDWH�WKH�DFFXUDF\�RI�
WKH�WHVW�NLW�XVLQJ�SRVLWLYH�DQG�QHJDWLYH�FRQWUROV�

�������6WHS�E\�VWHS�*XLGH�RQ�WKH�8VH�RI�WKH�7HVW

��� $GYLVH�SDWLHQW�WR�

• &OHDQ�DQG�ZLSH�GU\�WKH�XURJHQLWDO�DUHD�EHIRUH�FROOHFWLQJ�XULQH�

• $OORZ�WKH�¿UVW�VWUHDP�RI�XULQH�WR�ÀRZ�DQG�FROOHFW�PLGVWUHDP�XULQH�LQWR�WKH�
container provided.

• :LSH�WKH�H[WHUQDO�VLGHV�RI�WKH�FRQWDLQHU�DQG�ZDVK�KDQGV�DIWHU�FROOHFWLQJ�
urine.

 AN EARLY MORNING URINE SPECIMEN IS RECOMMENDED.

�����7HDU�RII�RQH�VWULS�DW�WKH�SHUIRUDWLRQ�VWDUWLQJ�IURP�WKH�ULJKW�VLGH�RI�WKH�FDUG�

3.   Remove the protective foil cover to expose the test strip.

�����8VLQJ�SLSHWWH�SURYLGHG��DGG����ȝ/�RI�XULQH�LQWR�WKH�ZKLWH�SDG�PDUNHG�E\�
������WKH�DUURZV�

WAIT FOR 25 MINUTES AND THEN READ THE STRIP. 
DO NOT READ AFTER 35 MINUTES

��



12.    Reading and Interpretation of Test Results

���&KHFN�LI�WKHUH�LV�D�EDQG�YLVLEOH�LQ�WKH�FRQWURO�ZLQGRZ�RI�WKH�WHVW�VWULS�

���,I�WKHUH�LV�D�EDQG�YLVLEOH�LQ�WKH�FRQWURO�ZLQGRZ��WKHQ�FKHFN�WKH�SDWLHQW�ZLQGRZ�IRU�D�YLVLEOH�EDQG
• ,I�D�EDQG�LV�YLVLEOH�LQ�WKLV�ZLQGRZ��WKH�WHVW�LV�SRVLWLYH��SURYLGHG�LW�PHHWV�WKH�FULWHULD�LQ�VWHS���EHORZ��
• ,I�WKHUH�LV�QR�EDQG�LQ�WKLV�ZLQGRZ��WKH�WHVW�LV�QHJDWLYH�
• ,I�WKH�EDQG�LQ�WKLV�ZLQGRZ�LV�LQFRPSOHWH�RU�QRW�FOHDU��WKH�WHVW�LV�LQGH¿QLWH��5HSHDW�WKH�WHVW�RQ�DQRWKHU�XULQH�

VSHFLPHQ��SUHIHUDEO\�DQ�HDUO\�PRUQLQJ�XULQH�VDPSOH�

���7R�DVVLVW�ZLWK�WKH�UHDGLQJ��PDWFK�WKH�LQWHQVLW\�RI�WKH�EDQG�LQ�WKH�SDWLHQW�ZLQGRZ�RI�WKH�WHVW�VWULS�DJDLQVW�WKH�
reference scale card to determine the positivity.
• ,I�WKH�LQWHQVLW\�RI�WKH�EDQG�LQ�WKH�SDWLHQW�ZLQGRZ�LV�ORZHU�WKDQ�DQ\�RI�WKH�FRORXUHG�EDQGV�LQ�WKH�VHFWLRQ�

PDUNHG�SRVLWLYH�LQ�WKH�UHIHUHQFH�VFDOH�FDUG��WKH�WHVW�LV�LQGH¿QLWH�HTXLYRFDO�DQG�PXVW�EH�UHSHDWHG�RQ�DQ�
other sample of urine.

• 3UHIHUDEO\��DQ�HDUO\�PRUQLQJ�XULQH�VDPSOH�VKRXOG�EH�XVHG�

���$�ORJ�VKRXOG�EH�NHSW�RI�DOO�WHVWV�SHUIRUPHG�IRU�/)�/$0�WRJHWKHU�ZLWK�WKH�SDWLHQW�GHWDLOV�DQG�IROGHU�QXPEHUV�
as a record for future reference and in case results are required by another centre or during admission.

6TXHH]H�WKH�XSSHU�
bulb then releases 
to aspirate your 
sample. 

7KH�SDVWHWWH�ZLOO�
¿OO�XS�ZLWK�OLTXLG�
DQG�WKH�H[FHVV�ZLOO�
RYHUÀRZ�LQWR�WKH�
ORZHU�EXOE���

0HDVXUHG�
volume 
��������LV�
contained 
ZLWKLQ�WKH�
dispensing 
tube.  

6TXHH]H�XSSHU�
bulb again to 
dispense. 
$LU�GLVSODFHPHQW�
forces sample 
out. 

��

REFER TO SECTION 8 FOR TEST INTERPRETATION

HOW TO USE THE PIPETTE SUPPLIED



����



13.    Recording of U-LAM Test Data

��

• 5HFRUG�WKH�GDWH�IRU�/)�/$0�VSHFLPHQ�FROOHFWLRQ�DQG�UHVXOWV��3RVLWLYH���1HJDWLYH��LQ�WKH�SDWLHQW�¿OH��7KLV�LV�WKH�
UHVSRQVLELOLW\�RI�WKH�QXUVH�ZKR�FROOHFWV�WKH�VSHFLPHQ�DQG�LW�PXVW�EH�GRQH�GDLO\�

• 5HFRUG�WKH�GDWH�IRU�/)�/$0�VSHFLPHQ�FROOHFWLRQ�DQG�UHVXOWV��3RVLWLYH���1HJDWLYH��LQ�WKH�7%�,GHQWL¿FDWLRQ�UHJLVWHU�
�*:����YHUVLRQ�������XQGHU�QRQ�EDFWHULRORJLFDO�LQYHVWLJDWLRQV�FRQGXFWHG�VHFWLRQ��7KLV�LV�WKH�UHVSRQVLELOLW\�RI�
the nurse and it must be done daily.

• /)�/$0�WHVW�GDWD�PXVW�EH�FDSWXUHG�LQWR�WKH�7%�0RGXOH�LQ�7LHU�1(7��7%�,GHQWL¿FDWLRQ�PRGXOH���XVLQJ�WKH�7%�
,GHQWL¿FDWLRQ�UHJLVWHU�DV�D�VRXUFH�GRFXPHQW�IRU�FDSWXULQJ��7KLV�LV�WKH�UHVSRQVLELOLW\�RI�WKH�GDWD�FDSWXUHU�DQG�LW�
must be done daily.

• $W�WKH�HQG�RI�WKH�PRQWK��WKH�FOLQLFLDQ�PXVW�FROODWH�GDWD�IRU�WKH�/)�/$0�WHVWV�GRQH�ZLWK�WKHLU�UHVSHFWLYH�UHVXOWV�
DQG�FRPSOHWH�WKH�PRQWKO\�VXPPDU\�VKHHW�DWWDFKHG�DW�WKH�EDFN�RI�WKH�7%�,'�UHJLVWHU�

Please Note: For more detailed information, refer to the developed TB Monitoring and Evaluation Standard 
Operating Procedures.

7KLV� GRFXPHQW� JXLGHV� WKH� XVH� RI� WKH� ODWHUDO� ÀRZ� OLSRDUDELQRPDQQDQ� DVVD\� �/)�/$0�� IRU� WKH� GLDJQRVLV� DQG�
PDQDJHPHQW�RI�DFWLYH�7%�LQ�3/+,9��8VHUV�VKRXOG�QRWH�WKDW�WKH�ODQGVFDSH�LV�UDSLGO\�FKDQJLQJ��DQG�IXUWKHU�JXLGDQFH�
DQG�XSGDWHV�ZLOO�IROORZ�LQ�GXH�FRXUVH�

14.    Conclusion



$QQH[XUH����,&'���&RGHV�6XPPDU\�IRU�([WUDSXOPRQDU\�7%

������(;75$38/021$5<�7%

A17.0 TB MENINGITIS

A17.1 MENINGEAL TUBERCULOMA

A18.0 TB OF BONES AND JOINTS

A18.1 TB OF THE GENITOURINARY SYSTEM
A18.2 TUBERCULOUS PERIPHERAL LYMPHADENOPATHY
A18.3 TB OF INTESTINES, PERITONEUM AND MESENTERIC GLANDS

A18.4 TB OF SKIN AND SUBCUTANEOUS TISSUE

A18.8 TB OF OTHER SPECIFIED ORGANS

A19.0 ACUTE MILIARY TB OF A SINGLE SPECIFIED SITE
A19.1 ACUTE MILIARY TB OF MULTIPLE SITES
A19.2 ACUTE MILIARY TB, UNSPECIFIED
B20.0 HUMAN IMMUNODEFICIENCY (HIV) DISEASE RESULTING IN TB
P37.0 CONGENITAL TB
J65 SILICO-TUBERCULOSIS

J65 PNEUMOCONIOSIS ASSOCIATED WITH TB

A16.3 TB OF INTRA-THORACIC LYMPH NODES, WITHOUT MENTION OF BACTERIOLOGICAL OR HISTOLOGICAL 
CONFIRMATION

A16.4 TUBERCULOSIS OF THE LARYNX, TRACHEA AND BRONCHUS, WITHOUT MENTION OF BACTERIOLOGICAL 
OR HISTOLOGICAL CONFIRMATION

A16.5 TUBERCULOUS PLEURITIS, WITHOUT MENTION OF BACTERIOLOGICAL OR HISTOLOGICAL CONFIRMATION

A16.7 PRIMARY RESPIRATORY TB WITHOUT MENTION OF BACTERIOLOGICAL OR HISTOLOGICAL CONFIRMATION

A16.8 OTHER RESPIRATORY TUBERCULOSIS, WITHOUT MENTION OF BACTERIOLOGICAL OR HISTOLOGICAL 
CONFIRMATION

A16.9 RESPIRATORY TUBERCULOSIS UNSPECIFIED, WITHOUT BACTERIOLOGICAL OR HISTOLOGICAL 
CONFIRMATION

��



���� :RUOG�+HDOWK�2UJDQL]DWLRQ��7KH�XVH�RI�ODWHUDO�ÀRZ�XULQH�OLSRDUDELQRPDQQDQ�DVVD\��/)�/$0��IRU�WKH��
� GLDJQRVLV�DQG�VFUHHQLQJ�RI�DFWLYH�WXEHUFXORVLV�LQ�SHRSOH�OLYLQJ�ZLWK�+,9�>,QWHUQHW@��:RUOG�+HDOWK�2UJD��
� QL]DWLRQ��>FLWHG������-XO��@��5HSRUW�1R���:+2�+70�7%����������$YDLODEOH�IURP��KWWS���ZZZ�ZKR�LQW�WE��
� SXEOLFDWLRQV�XVH�RI�OI�ODP�WE�KLY�HQ�

��� �:RUOG�+HDOWK�2UJDQL]DWLRQ��&RQVROLGDWHG�JXLGHOLQHV�RQ�WKH�XVH�RI�DQWLUHWURYLUDO�GUXJV�IRU�WUHDWLQJ�DQG��
� SUHYHQWLQJ�+,9�LQIHFWLRQ��5HFRPPHQGDWLRQV�IRU�D�SXEOLF�KHDOWK�DSSURDFK�>,QWHUQHW@���QG�HG�������>FLW��
� HG������-XO��@��$YDLODEOH�IURP��KWWSV���ZZZ�ZKR�LQW�KLY�SXE�DUY�DUY������HQ�
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