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INTRnnllCTORY STATEMENT 

Tuberculosis is a serious public health threat 

Statistics show that tuberculosis continues to be a serious and growing public health threat throughout the world. 

Two billion people, nearly one-third of the total global population, are infected with the disease. 

b Every day, 5000 people become sick with tuberculosis (TB), and every year the disease causes two 
million people to die, including 250,000 children. 

> Tuberculosis is the leading infectious killer among young women. 

Tuberculosis is also the leading cause of death among people who are HIV-positive and, as the number 
of HTV-AIDS cases increases, TB is likely to cause even more deaths. The high rate of TB/HW-AIDS 
CO-infection continues to increase the tuberculosis burden. 

When treatment of TB is not properly managed, the result can be the development of mdtidrug- 
resistant tuberculosis WDR-TB), which is prohibitively expensive to address, potentially incurable and 
all too often fatal. 

Here in our own region among the SPC Pacific Island countries and territories (PICTsJ, the magnitude of the 

tuberculosis problem is also alarming. 

Some 5 1% of the total population in the PICTs does not have access to correct TB treatment. 

16,000 people are estimated to develop active tuberculosis each year, and of those only 6000 are detected 
annually, leaving 10,000 potential sources of TB every year. Each active TB case can infect an 
additional 1*20 people per year. 

Among the PICTs, tuberculosis mainly affects young adults who are in their prime productive years: 

80% of males and 85% of females with active TB are between the ages of 15 and 54 years. 
Among the women with active TB, more than 60% are between 15 and 34 years of age. 

As shown on Graph I, the burden of tuberculosis in the Pacific has been on the rise since 1995. 

Graph l: TB case notification trends in the Pacific Islands*, 1995-2002 
Based on data from the WHO Regional Office for the Western Pacific {WHO-WPRO) 
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Clearly, tuberculosis among Pacific Island countries and territories is a serious, and growing, problem. It is a 

Ellsease that spreads easily and can infect anyone. The good news is that there is a cure for TB, Today, there are 

powerful drugs and a proven cost-effective strategy - DOTS I - that can successfdy &at existing cases as 

well as prevent continued transmission of the disease. According to the WHO model shown on Graph U, if 
all countries and territories in the region were to implement effective DOTS programmes before the end of 

2005, the burden of TB would be reduced by 50% by 20 10. These efforts would also help to achieve the UN 
Millennium Development God V G )  for tuberculosis, which is to halt and begin to reverse the incidence of 

TB by 20 15. Conversely, partial or non-implementation of DOTS could lead to catastrophic results. 

Graph Il:.Jrojectecl TB cases in the Region with different DOTS scenarios 
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2010 
Year 

At current 
levels of DOTS 
implementation 

If DOTS is 
implemented 
regionwide by 
2015 

- If DOTS is 
implemented 
regionwide by 
2005 

SPC recognises the potential threat posed by tuberculosis in the region and has created the Tuberculosis Control 

Section to work in partnership with WHO, and related hedth organisations, to support the DOTS strategy 

among the PICTs. In addition to providing training and on-site technical assistance, the SPC Tuberculosis 
Control Section staff have prepared this manual, as one in a series of individualised practicd guides offering 
assistance to countries and territories in their implementation of successful DOTS programmes. 

Purpose and Structure 

This document has been modified from Guidelines for the Control of Tuberculosis through DOTS Strategy 

in Pacific Island Countries (WHO 1999) with permission of the writing committee of WHO-WPRO (Dr 

Leopold Blanc, Dr Dong L1 Ahn and Dr Carmine Diletto) to be applicable for Niue. Major country-specific 

additions to the original document, which detail the Niue DOTS strategy and which can be found in Part 2 
of this publication, are: 

Country Background 
Overview of the Niue Tuberculosis Programme 

Operational Aspects of Case Detection, Diagnosis and Treatment 

a Case Management, Monitoring and Assessment 

& Patient Registration and Record Keeping 

vi i i I direct& obsmed treahmk short c0m.e (DOTS) 



The manual was prepared to assist the Niue Ministry of Health in its endeavour to combat tuberculosis. To 
this purpose, it has been organised in two parts: 

. A  - 

[y - A Regional Model m 
This section summarises the WHO Model for DOTS, as developed specifically for Pacific Island countries 

in 1999 by the W O  Regional Office for the Western Pacific. 

In this section the Niue country-specific DOTS strategy, which was developed based on the WHO Regional 
Model, is detailed. 
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FOREWORD by the Niue Director of Health 
- 

Niue is among the top six countries in the Pacific with a high tuberculosis hurden. 

The DOTS programme was introduced to Niue in March 2002, hut was adopted only in principle; the 

intention was to conduct a formal training of health workers towards the end of 2002. This training did 

not take place, however, because of competing national commitments. We subsequently concluded that the - 

~. 
training was not necessary becausc Niue's health system and infrastructure is not complicated. It includes 
only two levels: the hospital (the only health facility that provides all health services) and the community A ~ 

- 
In light of the above, we decided, with the support and advice of the 'TB Specialist at the Secretariat of the 
Pacific Community, to develop a DOTS national guidelines manual. 'This document will ensure that the 

DOTS programme is standardised and effectively managed, and serves as a useful reference tool. 
. . 

As Director, I fully support the development of these guidelines, and trust they will assist all health workers, ~ ~ 

patients and the community in their effort to fight tuberculosis in Niue. - 

It is my pleasure, therefore, to endorse this important document. -. 

Dr H. H. Paka 
Director of Health 

Health Department 
Niue 



FOREWORD by the WHO Regional Director 

C;lohall\:> <.\-cry ynr ,  almost 9 mil l io~~ proplr drvelop tuhrrc~tlosis and 3 million people dic li-c~m thr discasr. 

Rlorc pcople arc dying OS tuberculosis toclay than cvcr 1,cforc. ;Vmost orrc third of the global total of 

inl'rctious cases is detected in ttrc \\i-skcrrr I'acilic Region, where the numl~r r  of c.ascs has :rlinost douhlrd in 

t l ~ r .  lax1 dccadr to 900 000 (:;tsrs. 

;ihout half a million people dir from tubrrculosis each year in the R e ~ o n .  'l'hc tuhrrculosis hurdrn is rven 

Itca\.icr in tlir s~nall I'arilic island countrics, wlicrc. ill ISC18, tlie average notilir:ation mcr in l7 of thr:sr 

ro~rntries \vas 73 per 100 000 populatio~r: \\.hiCli is much higher than tlie rrgiilnal ;I\-rragr. 

If' tllc r.ontrol nri~chanisrns are tnaintainrd at tlir current lcvcls, it is projected that thc ~lunr l~cr  01. tuhrrculosis 

cases and related deaths will inrrrase ri~nsid(:r;~l~lyin tlic rlcxt fc\vyears. However. this trrntl can br revrrsrd if 

thr \VHO rccomrncnded tul)erculosis control strategy, thr tlirrctly ohst:n-ctl trcatmclrt short course (l)(JI'S), 

is iniplrlnentrtl. I ' h r  DCYI'S str;rtrg\: h;rs hccn slro\vr~ to l)c iriglrly rlli-ctivr in all srttings, e\.rn during 

ronflicts. iZ full caul-sc of' anti-TK drugs; suflicit~r~t 10 curr one patient. costs less than CS810. makinx t l ~ r  

DOI'S stratrgy orie 01' the trrost cost-elti.ctivr liralth intervc:~itio~is. 'l'hcrcforc, tlrc potelrtial ro significantly 

ri:ducc thc size or the tuherculosis rpitlernir alrrady rsists; if go\-rrnmcl~ts arc com~liittcd to providing 

ci~ntinui~us po1itii:ill arid fir~arlcial supporl. 

Implclncntation ol' 1101'S strategy is still much lower in tlrc Pacific island countrirs than in the R e ~ o n  as a 

~vllolc. Health sti~ff in small courrtries and remote islands ;Ire isol;ltcd ;md lack tltc ncccssary information and 

tools to ;rdcclu;~tcly address thr pml~lrm of tuhrrculosis. 'I'llerrfi~r-c tlicsc pidclirrcs have b c c ~ ~  dcveloprtl to 

facilitate tlir introdrrctiiln and expansion of DUI'S in such countrics. 

'l'lrc guidelines lia\.e hrrn producrd in cilllahi~ratii~n \vith profissionals wlro have worked it] Pacific island 

rountrirs. Othrr intrrn;~tional cxpcrts 1,;n.c also contril~utrd. 'The guidelines  ill lirlp n;rtional officers: 

plrysicians and Ircalth \votkrrs, as \veil as patients ancl community 1cadc1-S, to i~nplcmcr~t l)(YI'S rffrctivrly. 

The resulting irnpro\,r~nrnt in tuhrrruli~sis rare will lcad to a reduction of tuberculosis cases and rrlatt:tI 

tleatlis, rrvrrsing thr curl-rnt nrgativc and alarm in^ trcntl 

1 am sure that tliis publicatiotr ~ v i l l  lhc very lirlpful in curing t~~hrri:ulosis p;rtirnts in Parific island countries, 

in facilititati~rg their rcsuniption of a more productive lik and in rrdu(:ing tllr: suffrring of thcir families and 

communities. 

I)r Shigrru Omi 

R e ~ o n n l  Director 

\ \ ' H 0  Regional Ofice 

f i r  tlir \Vestrrn Pacific 





PREFACE - 
'l'lic \2hrld Health Organizatiorr's \2bstern Rrcific Region coniprises 36 countries with a popul;~tion of l .ij+8 

billion. 'l'he rekon contains \.fry large countrirs; such as China and Japan, whiclr togctlicr colitrihutr to 83% 

of tlie total population. arid small Soutli lla(.ilic countries, rnclst \vitli a popu1;rtion of' less tliari 200,000. 

Rcliahle infhrmatiorr from srrlall isl;~nd countrics is orten scarce and, brSore the irnplernrrit;~tir,rl or DOTS 

programmrs in tlie Pacitic, little was kna\%n ;rhout tlie cpidemiologi(:;lI situation 01' tuhrrcrrlosis in thcsc srnall 

p nc~hc .' ' Island conntrirs. Drspitc li~nitcti i~rformation, the availahlc data indic;rtes that tnbcrcr~losis is (:ornmon: 

arid that trratmt:lit of' detected patients is inadequate. 

Each of tlie small Pacilic Island countrics has its own c1iar;rctcristics that need sprt:itic appro;rchrs in the 

implrliirntation of t l ~ c  1)OI'S strate,gy. The ;rvailahlr tuhrrculosis g~ideli~ies arr ortrn too complex and too 

difficult to adapt. Hc;rlth nranagrrs and health workers or thesr sm;\ll cou~rtrics nrrd to h;rvc operational 
guidrliilrs that are practical and simple to assist thrm in implementing an rffi.ctivc tuberculosis control 

~xogramnie hascd on tlic /\:HO-rreommcndcd IIOI'S strxtr~gy. 

' I h r  main ohjrctivcs of tlic guidrlinrs are to guide: 

tlir tuberculosis programinr mnr1;igcr. in tlie implrmcntation of 1)O'I'S s t r a t c : ~  and the contn)l 
or tuhrrculosis 

licaltli workrrs and community lcatlers in idrntifyirig ancl referring suspect c;rses 

health workers, palirnts and thrir fdmilics towards acliir\ing a cure 

'I'lie guidrlinrs harr hccri tested in a varirty of' &fti.retlt situations in tlir field, and comments ;rrc ~zclconrrd and 

\\ill help to improvr future editions of' this manual. C:ornmrnts on Part 1 -- the \VHO rrgio~~al  model - -  can 

hr sent to \\,'H0 Rccjonal O1Lcr for the \2i>stcrn Pacific, Ti~herculosis Programrnr, C:hronic Communicahlr 

Iliscase Unit. Comnirnts on Part 11 -- tlir Niur rountr).-specific rnodrl c;lnI)c sent dirrctly to the Sccrctarial 

of thr Pacific C:om~iiunity (SPC); 'Tuberculosis Control Section. 

It is ackno\+~lcdged that the drfinitions used, (lie flov chart f i r  the tiiag~iosis of'1'R in adults in Figrrrr 2, as well 

as tlir symptom-hascd approach to ad\rrse cfTccts of '1% tlrugs in ;\nncx 3, arr from Tiedrtltlnent vf 'fihurculosic 

Guidulines fo/o7-..\'ntionnl Prt~,gr(~rnrnrs; Seconcl Edition 1997, \\'HO. 

xiii 



Part I 
1.0 The WHO-recommended DOTS Strategy - A Regional Model 

l . l  Introduction 

B ased on the identified needs of 
Pacific Island countries regarding 
control of tuberculosis in the region, 
a model DOTS strategy was adapted 

by a team of tuberculosis specialists in l999 
for the World Health Organization, Regional 
Office for the Western Pacific (WHO-WPRO). 
This WHO-recommended regional model 
is presented here in Part I of this manual, 
to highlight the general framework that was 
used in the preparation of the Niue country- 
specific strategy presented in Part I I .  Further, 
it is included to be used in future planning for 
the ongoing improvement of the Niue National 
Tuberculosis Programme. 

1.2 A National Tuberculosis Programme (NTP) 

1.2.1 The DOTS Framework: Obiectives, 1 1.2.1.2 Specific Targets 
Targets and Strategy 1 Ensure that 100n10 of the population has 

parts of the world as a highly effective strategy for I of detected new sputum smear-positive 

In the mid-1990s, the concept of DOTS (directly 
observed treatment? short course) was introduced 

into the Pacific because of its proven success in other 

controlling tuberculosis. Since that time, several / TB cases 

access to DOTS. 
Detect 70% of existing sputum 
smear-positive .  hi^^^ a treatment success rate* of 85 

Pacific Island countries have streamlined the 

\ Y H O - ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~  DOTS to meet their * 7ieatment success rate is the Jum of the percentage 
L, ' 

individual situations and have implemented DOTS 

programmes. The fundamental DOTS framework 
common to programmes consists of the 

1.2.1 .l General Objectives 1 1.2.1.3 Strategy 

of cnseJ 'kured" and the percentage of cases 'Yreatment 
completed': The rate can be represented by the formula: 
Zeatment success rate = % cured + % treatment completed 
/Refer to Section 1.4.3 for detailed Zeatment Outcome 

following objectives, targets and strategy. 
5 d d 

Dejinitions and to Section 2.7.2 for calculation instructions.) 

Reduce TB mortality and morbidity, and 
the tratlsmission of the infection. 
Prevent the development of drug resistance. 

To achieve these objectives and targets, the DOTS 

strategy should be adopted. 



The DOTS strategy consists of the 

simultaneous implementation of the 

following five elements: 

government and political con1mitmt:nt to firnd 
aud sustain an NTP . reliable micr.oscopy scn-icrs f i r  drtt:cti~ig sputum 
smrar-positi\r casrs 
rcgul;rr ;rnd uninterl-upted supply o l  anti- 
tubcrt.ulosis !anti-I'Rj drugs 
tlirrc:t ohsrl~ation of standardised short-course 
treatmrnt ( D 0 T j  for spoturn smc;rr-l~ositivr 
cases 
standartiisrd recording and reporting systcni to 
monitor pzltient progress anti to assess treatment 
outcomes 

;U1 five roliiponenls of DO'I'S should h r  in place 

hefi)re starting 1)O'l.S oprrations. First, start DO'I'S 

in a demonstration and pilot area. Il.%en / /~u / ) i i o /  rentre 

12a.7 nchi<zaed an 8 j %  tieat7nent .success mle, i l ~ r n  flO%Y cnn 

be e.~p.pnnded to olhpl- arras. 'l'lir pilot ccntrr \\-ill thrn 

f~lnction as a training centrr fbr thr ne\\ arras into 

\vllicl~ 1)OTS will he expanded. 

1.2.2 Structure, Staff and Functions 

Srnall countries do not h a ~ r  tlir usual thrcc or foul-- 

e r  administrative structurcs common in larger 

countrit:~. C~ovrrnliirnt, political arid ;tdministrativr 

functions ;rrr carrird out hy the hlinistry oi' IIealth 

(AlOHj. 'l'llc hospital is usually tlie only Iicalth 

semicc w h c r ~  ~iiagnostic services arc ;~railahle. 

'l'hercfirc; tllc liospit;rl, together \vith tlic attaclicd 

public health drpartmrrit, represents tlie rri'rrence 

ccntr~: ~vlirre DOTS strateCq can, realistically, h r  

implrnimtrd. Only very basic h~:alth s r ~ i r r s  are 

delivrrrd at lo~ncr Icvcls. 

1.2.2.1 The Ministry of Health 
(administrative function) 

'l'lic hlinistry of Health has policy and administrative 

fnnctions. 4 puljlic llcaltll cvorker \rirh expertise 

in tuberculosis co~ltrol and administrative skills 

should he appointed to the hlinistry as National 

Tuberculosis Programme ( M P )  Managcr \cith the 

fi~llou-ing responsibilities: 

drlining tlir ~ i a t i o ~ ~ a l  stratcw> iiiclucling diagnosis 

arid trratmrnt policirs, prcparation and updating 
of  tlir t~rherculosis control ~qguidt~linrs 

planning, implementing and evaluating tlic K'1'P 
acdvitics; including preparation of budget and 
arlion plans 

rnsuring that liigli 111-iority is givcn to thr N'I'P in 
the allocatio~l O S  adcquate financial, 1lum;tn and 
material resources 

coordi~ii~ting \\-it11 tlir laboratory to rtisurc that 
a reliable sputr~ln smear mirrosropy sen.icr is i r i  
place 

ensuring a rrgular supply of antiG'l'8 drugs, 
laboratory rrngrnts and otlirr materials 

su~xnis ing (on a rluarterly basis) the DO'I'S 
Centres ;rnd cnsuring adequate training of llealtl~ 
workrrs 

consolidating and e~aluating quarterly reports on 
rlotificd casrs and outcomrs of treatment 

1.2.2.2 The DOTS Centre 
(clinical function and microscopy service) 

Sputum microscopy srnicr is a~vailahle at this le\.cl, 

i r  tlie actual tiiagnosis of 8 is made and 

thc patirnt TK register is kept. 'l'his lr\rcl is also 

tlie tuberculosis rcfcrral and rrporting unit. 'l'tic 

LK>TS Crntrr shoultl he located at tlie hospital. 

'1 public health \\.orlicr traint:tl in '1'8 control and 

DOTS strategy should be appointed ;rs DOTS 
Coordinator. 

Responsibilities of the DOTS Coordinator are: 

. ensuring tllnt tllc diargnosis of pulmonary 'I'B is 
based on sputum smear micros~:opy 

cnsuri~lg that daily directly ohsrn-ed treatment 
(IIOT) is applied for the sputum smear-positive 
cases 

kceping tlir tuhrrculosis rrcjstcr up to datc, 
preparing and sending to thc N'I'P hlanager the 
quarterly reports on notified cases and outcomcs 
of trratment 



m ensuring that the patients receive adequat 
information on the nature of the disease and ii 

treatment 

FUNCTIUNS OF A DOTS CENTRE 

m supervising, training and motivating the health 
workers of the DOTS Centre as well as those 
operating at the d a g e  level 

I 
+ referral TB centre for diagnosis, mainly using microscope 
-) hospitalisation for smear-positive cases during Intensive 

+ monitoring each patient's directly observed treatment 

-) spuhm examination 

+ maintaining and 
I 

1.2.2.3 Community or Village Level 

This is the level where a primary health car 

facility may exlst but without sputum microscop 

service. Health staff at this level have the followinv 
responsibilities: I 
m identifying and referring TB suspects to th 

DOTS Centre for sputum smear examination 
and other investigations; or, when appropriatf 
transferring the sputum container with necessar 
paperwork 

referring smear-positive patients for sputum an4 
X-ray follow-up at the end of treatment 

m providing daily direct observation of treatmen 
(DOT) for pulmonary sputum smear-positivl 
patients during the Continua-tion Phase anc 

recording the intake of treatment on the patien 
treatment card 

a delivering weekly medications for pul-monary 
sputum smear-negative and extmpulmonary cases 
and recording the intake of treatment on the patient 
treatment card 

m tracing of absentees and administering basic 
TB inhrmation to the patients, their Family and 
community 

m supervising community volunteers in charge of 
dady direct observation of treatment (DOT) and 
providing them with the weekly supply of anti- 
TB drugs 
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Figure l :  Model National Tuberculosis Programme (NTP) Framework 
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1.3 Case Finding 

The processes of finding cases and diagnosing 

tuberculosis are influenced by specific situations 
such as distance from a diagnostic service, difficult 

communication, and limited diagnostic tools. 

1.3.1. Symptoms of Tuberculosis 

It is most often the presenting symptoms of a patient 
that first alert medical staff to the possibility of 

tuberculosis. It is therefore essential that all levels of 

health care staff be made aware of these symptoms. 

1.3.1 . l  Pulmonary Tuberculosis (PTB) 

The most important way of finding cases of 
pulmonary tuberculosis (PTB) is to identify suspect 

people. The most common symptom of PTB is a 
persistent cough lasting for three weeks or more, 
usually with expectoration (sputum). A person with 
this symptom is categorised as a suspect. 

7'he persistent cough for three weeks or more may 
be accompanied by one or more of the following 
additional symptoms: 

g expectoration 
r, weight loss 
g coughing up sputum with blood 

fever 
d tiredness 
g night sweats 

chest pain 
J shortness of breath 
J loss of appetite 

1.3.1.2 Extrapulmonary Tuberculosis (EPTB) 

A person wit11 extrapulmonary TB (EPTB) may 
have the following general symptoms: weight loss, 
fever and night sweats. Other symptoms and signs 

depend on the organs affected, and may include, for 
example, swelling (occasionally with pus drainage 

when lymph nodes are affected); pain and swelling 

when joints are involved; or headache, stiffness of 
the neck and drowsiness when there is TB meningitis 

(usually children). All these symptoms are only 

suggestive and are tools for the selection of EPTB 
suspect cases. 

1.3.2 Identification and Referral of 
Suspect Cases 

Health workers are responsible for identifying suspect 
cases encountered by health services. 'l'hese suspect 
cases should be referred to the DOTS Centre for 
further inbestigation, including the collection of three 
sputum samples as: SPOT, Overnight and SPOT 

(see Section 1.3.3.1). However, for suspect cases 
living in remote islands with re<gular domestic flights, 
the three sputum samples could be collected locally 

and then sent to the DOTS Centre by air. In such 

cases the sputum should be sent in a hermetically 
sealed container within seven days after collection. 
The laboratory should be notified, and each sample 
should be clearly labelled and accompanied by a 

completed Request for Sputum Examination form. 
The DOI'S Centre is usually located at the hospital 
where the diagnosis of TB is made, primarily using 

microscopy to examine the sputum samples. 

The community at large, through its leaders, also has 
a responsibility to identify and refer suspect cases to 
the nearest health facility or, in its absence, directly 
to the DOTS Centre. 

1.3.3 Diagnosis 

The definite diagnosis of tuberculosis depends on 

the diagnostic tools available. In small countries, 
the diagnosis of pulmonary tuberculosis should be 
based mostly on the sputum smear examination 

and, in a few cases, on chest X-ray examination, as 
well as on physical examination by an experienced 
clinician. Clinical examination by an experienced A ~ .  

physician is even more important for the diagnosis 

of the extrapulmonary type of the disease, especially 

in children, since microbial culture and histological 

diagnosis are usually not available in small 
countries. 
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1.3.3.1 Pulmonary Tuberculosis 

'l'llc main tool fix tlir diagnosis of' pulmonary 

tuhrrculosis is rhr sputum smear examination 

hy tlircct mici-(>scopy f i r  ;rrirl-fist hacilli (i2FB). 

'l'l~(xrrfi,rr, a prrson \\it11 suspected pulmonary TB 
sliould he referred to the 1)O'I'S Ccntrc fix sputum 

examination. H r / s l ~ r  should submit three sputum 

samples in the lbllo\z-ing \my: 

Sputum Collection for Lhagno.i~ 
Day I (SPOT) 'l'his first sample is (:ollrt:trd on tlir 

spot at thc timc of the consultation, under sr~per\~ision 

or a health ~vorlicr; also ;tt this timr, ;I sputum 

container is qivcn to the susprct fix collrction of tlir 

second sputuln samplc, rarly thc: next morning, 

Day 2 (Overnight) 'l'hr suspect hrirl~s tllc second 
sample, collected early that morning. to tilt: liraltli 
f: .rclllty " 

Day 2 (SPOT) ' l 'hr third sample is collcctcd on 

thr spot under supervision ~ - l l e n  tllc susl~ci:t hrings 

tlie second sample to the llealth facility 

Each of' thr sputum samples slrould Ix clearly 

lal,ellrd and acrompanird hy a completed Request 

for Sputum Examination firm. At tlir lahorator): 

tlie results of cach preliminary and each fi)llow- 

up sputuni examination are to bc etltcrctl in tllc 

'luhrrculosis Laboratory Kr,gistcr: 

i\ccording to the result of sputum srnearex;minations 

(see Fig. 2;); pulmonary '1% is clilssitird ;IS cither: . pulmonary tuhrrculosis sputum 
smrar-positive; or 
pulmonary tuberculosis sputum 
smear-negatije. 

1.3.3.2 Extrapulmonary Tuberculosis 

12 susprct of extrapulnionnry TR should also be 

referred to the 1)UI'S Centrr. The rliagnusis of' 

extrapuli~lonary B is inadc on strong (:Iini(:al 

c\-itlenre of a(%\-r tuhrrculosis and a decision hy a 

physician to start anti-'1'1% treatment. 'rllc dccisio~l 

~iiust be based on thorough clirlical asscssmcnt that 

is supported hy radioloqical findings (?.g, plrural or 

pericardial cfTusion, hone and joint 'TB, rrnal '1'B); 

hiolo,qical abnormalities (e.g. in pleural, peritoncal 

and crrrhro-spinal fluid), p0sitit.r tuberculin test 

(and, sometimes, identification of AFU in tissue or 

fluids such as suprrficial abscess, lympliadrnitis, or 

in urinc). 

* Tuberculosis affecting the lungs: 
Sputum smear-positive 
Sputum smear-positive 

X=- Tuberculosis affecting organs 
other than the lungs 

1 I I 

For the diagnosis of pulmonary tuberculosis 
follow the steps as indicated in Figure 2 (see next page). 



NOTES: 

m A patient diagnosed with both pulmonary 
and extmpulmonary TB is classified as 
having pulmonary tuberculosis. This 
classification prwida the basis for 
prescribing the most effective treatment 
regimen. 
As soon as a diagnosis of tuberculosis is 
made, the patient must be registered in the 

Tuberculosis Register with their assigned 
TB registration number. The format of the 
Register provides a concise location for the 
documentation of each patient's laboratory 
and treatment results as an ongoing 
individualised record that allows ease in 
tracking at the l o d  level and monitoring at 
the nationd level (see Section 2 A.3). 

Figure 2: The Road towards the Diagnosis of Adult Pulmonary Tuberculosis 
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Case Definitions and Classification, Types of Patients and Treatment Outcomes 1.4 

' l i t l r r~-~~ul~~sis  is ;I global pnihlrm. I11 order to monitor T h c  follow in^ boxes surmmarise the rc~x~mmrndcd 

control OS tllc tlisrasr: ternis and ddinitions must dcfi~iitirins that should be usctl in all patient and 

hr usrtl consistently \\hen idcntifiing, diagnosing, programme docurnmtation for rrcorditrg, reporting 

trcating and rr,porting outcomrs fi)r tuhrrculosis and allocation of trcatmcnt. 

lx~tirnts. 

1.4.1. Case Definitions* And Classification** 

Pulmonary smear-positive . hlirlinium t\vo out of three sputum smear-positivc fiir AFK by rnicroscopy 

OR 
Onr  out ol' tlircc sputum snira~positivc and chest X-ray consistent with P'I'R decision to treat 

made by a pl1ysicirrn 

OR 
One out of thrcc sputum smear-positiw and at lrast one sputum that is culturc-positivr for AYR 

Pulmonary smear-negative 

Either: a patient \vho rulfils all the follo\vitig 1.ritcri;l: . first srt of thrrr sputum sine;~r-negative for 4FK; 
lack of' clinical response drspitc: t\<-o weeks OS a hroad-spectrum antibilltic; 
srcond set of tllrce sputum smears still nrgativr, taken at 1e;tst two weeks apart from the first set; 
X-ray c<insistcnt wit11 LY1'B; and 
decision by 21 physician to trrat \$it11 a full curativr course of antiG'1.B ~:lirrnntlierapy; 

Or: ;I patirnt \vho fulfils ;~ll thr follo\virig criteria: 
scvrrely ill; . set of three sputum smear-negative fbr ,WB; 
X-ray corisistrnt \\it11 extensivr PTB (interstitial or miliary); 4 
dccisiun by a physician to treat \\it11 a full curati\.e couric c~f anti-TB chernothcrapy; 

Or: a patirnt whose initial set of thrcc sputum slnears \\.as nc~ative, \vho had sputum sent for culture 
initi;~llx ;md ~zhosr subsccluent sputum crllturc result is positivr. 

Extrapulmonary tuberculosis 

O n e  culture-positive specitnet1 from an extrapulmollary sitr, or histological mstrting clinical e\idcncc of 

active extrapulmonary TB 4 a decision hy a physician to trrat with a f~rl1 course r)f anti-TB therap): 

* "Case Definition" detcrminrs what collstitutcs a case of tuberculosis. 
*C .;cl : ass~f~cation" .' - rrfrrs to the sitc afkctrd and the result of' thr sputum examination. 
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1.4.2 TYPES OF PATIENTS* 

New 

A patient who has never been treated for TB or who has taken antituberculosis drugs for less than four 

weeks. 

Relapse 

A patient previously treated for TB who had been declared "cured or "treatment completed" after 

one full course of T B  chemotherapy, and who is again diagnosed with bacteriologically positive (smear 

or culture) tuberculosis. 

Treatment failure 

A previously sputum smear-positive patient who, while on treatment, remained or again became smear- 

positive five months or later after commencing treatment. It is also a patient who was initially smear- 

negative before starting treatment and became smear-positive after the second month of treatment 

Treatment after interruption (TAI) (default) 

A patient who has taken at least four weeks of treatment but has subsequently interrupted treatment for 

two consecutive months or more, and returns to the health senice with smear-positive sputum. 

Transfer in 

A patient who has been transferred into the reporting unit from another reporting unit in order to 

continue treatment.** 

Other 

All cases that do not fit the above definitions. This group also includes chronic cases (patients who 

are sputum-positive at the end of a re-treatment regimen). 

IOU? treatment. * "Types" of patients refers to the history of preb' 
** In the Pacific Island setting, each country has only ONE reporting unit, which is where 

tuberculosis data is compiled and maintained at the national level in ONE national Tuberculosis 

Register. Therefore, to come from another reporting unit, a "transfer in" patient would have to 

be referred from a different country. Internal transfers between health facilities within the same 

Pacific Island country are not considered "transfer in" because they are already registered in the 

national Tuberculosis Register. 
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1.4.3 TREATMENT OUTCOMES* 

Cured 

I'atient \\ho was smcar-positivc at diagnosis and t~ccalnc smrar-negatilr at: or one month bcforr, thr 

con111lt.tion of' treatment and nlro tpsted smrnr-ne.i~t~cr or1 at 1c;rst onc prrvious oi:casion.** 

Treatment completed 

Srnrar-positi\'e paticllt \\,Iro has con~plctrd all trc;rtrnrtlt lbut \\itt~out thc smear results at tllc cnd of 

trratmrnt as proof of cure or  srnear-tlt:gati\.r patirnt \\.IIo has cumpleted trcatrnent. 

Treatment failure 

Patient w110 rmlains or again hecomrs smcar-positivc at fi\.e inonths or latrr during trentmrnt. 

Died 

Patient M11n dies for any rcason during the course or 'I'B treatnri:nt. 

Treatment interrupted (default) 

\vl~osr tre;rtmrnt \\-as intrrruptrd for turo consccuti\.e tnonths or morr. 

I Transfer out l 
Patirnt wllo has hccn trallsfcrrrd to another rcponing- unit and for u-horn tkrr trratment outcome is not 

kno~vn. 

* "Trea(mcnt outcomes" refers to the result or thc patient trracrnerrt. 

** Tlrr \\-ords in italics have hrrn itlscrtrd bv Sl'C:. 
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1.5 Anti-TB Drugs, Treatment Categories and Regimens 
Tuberculosis is a contagious disease caused by 

M~cobacterium tuberculosis. The main source of the 

infection is a person with TB of the lungs, usually a 

sputum smear-positive case, who coughs, sneezes or 

spits infectiou9 droplets of the bacteria into the air. 
Anyone who breathes in infected droplets is at risk 
of acquiring the infection and, later, 10% of those 

infected will develop the disease. Left untreated, a 
patient with TB of the lungs will infect between 10 
and 15 persons a year. Without treatment, after five 

years, 50% of pulmonary patients will die. If poorly 
treated, TB patients become chronic cases who will 
live longer but spread the infection for a longer 

time, with bacilli that are often resistant to one or 
more anti-TB drugs. Therefore, once the decision to 

start TB treatment has been made, it is absolutely 
necessary to ensure that the patient completes the 
full course of treatment. 

The treatment of TB for new cases consists of an 

initial two-month Intensive Phase followed 

immediately by a four-month Continuation Phase. 

For retreatment cases, the Intensive Phase lasts three 

months and the Continuation Phase five months. 
A .  

1.5.1 Recommended Anti-TB Drugs 

The following table is a list of the antituherculosis 

drugs that are currently recommended along with a 
suggested range of doses in mg/kg- An additional 

table detailing the dosage forms and strengths of 

these anti-TB drugs is given in Annex 1. Specific . 

combinations and doses are detailed below, in - .  

Sections 1.5.2 and 1.5.3. 

Anti-TB drugs are safe, and most patients complete 
their treatment course without any significant side 
effects. However, a few patients do develop adverse 
effects to the drug taken. A symptom-based approach 
to the most common adverse effects of anti-TB drugs 

is given in Annex 3. 

Rifampicin (R) 10 (8-1 2) 

Pyrazinarnide (2) 25 (20-30) 

Streptomycin (S)* 15 (12-18) 

Ethambutol (E)** 15 (15-20) 
I 

~ . . I J 
* Streptomycin should not be given to pregnant women; for patients more 

than 50 years of age, 750mg should be given. 
** Ethambutol should not be given to children under six years of age. 

1.5.2 Treatment Categories and Regimens 

There are currently several treatment regimens 
that are all effective in curing the different types of 
tuberculosis. However, to facilitate field operations 

and drug management, given the specific situation 

of the Pacific Islands, onb three treatment repimenr are 

recommended (see Zble I). A treatment category, which 
includes a specific group of TB patients, corresponds 

to each treatment regimen. While a fourth category 
- chronic and MDR-TB cases - has also been 

listed in Tahle 1, a definite treatment regimen has not 

been specified for this category because treatment 

drugs and doses must be carefully determined on an 
individual basis. 

Treatment Category I includes the new PTB sputum 

smear-positive and other severe forms of the disease. 
For this reason, Category I should be given the 
highest priority. Category 111 includes new PTB 

sputum smear-negative and extrapulmonary cases, 

both less severe types of the disease. 
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Table 1 : Recommended Treatment Categories 
(by types of patient, treatment re~ imes  and their phases) 

] New pulmonary smear- I 2HRZE** 1 2 months ] 4HR 1 4 months ' 

I positive 

New pulmonary smear- 

negative, but severe 

(i.e. with extensive / parenchyma involvement) 

1 New cases of severe forms 

/ smear-positive cases 

1 of extrapulmonary TB* 

Relapse 

Failure 

Treatment after 

interruption (TAI) 

II 

New pulmonary smear- 

negative (other than in  

i Category I) 

1 New, less severe forms of 1 extrapulmonary TB 

Chronic and MDR-TB cases 

Retreatment of pulmonary 

daily 1 
i 
i 
! 
l 

i 
1 daily 
j 
i 
8 
i i 

i i 
! 

l 
l # 

1 
l 

l 
Individualised treatment regimes, determined on a case- 

2HRZES 
lHRZE 

2HRZ 

* TB meningitis, pericarditis, peritonitis, bilateral or extensive pleurisy, miliary, spinal, intestinal and 
genitourinary disease. 

* *  The number before the abbreviation of the drugs indicates the duration in months of their administration. 

I daily 
i 1 daily i F l 

l l j 
l ! 

i 
j 9 

1 (still sputum-positive after I by-case basis, are prescribed by the doctor based on the 1 

1.5.3 Treatment Doses for Adults and Children 

3 months 

daily with 

S given 

supervised retreatment) 

\Vlienevcr possible, t o  prevent drug resiscancc 

and  imp rov r  pat ient cornpliancc, t h r  fixed-dosc 

combinations (FDCs) o f  an t i -TU drugs should hc 
used. Exa~np les  01' d i f f r rent  FLICs fur the three 

i I 

! 

5HRE 1 5 months / 
I daily i I 

i ! 

most recent WHO guidelines. 

trratlnerlt categories, Tor c l i i l d r r ~ l  and adults, arr 

given in A n n r x  2. lr  loose drugs nrr uscd, cx;tmplrs 

of dai ly dosa~es  for  children n ~ ~ d  adults are gi\-en in 

the follolvini. tal~les. 

only for 
l 

l the first 2 
! 

l i 
months 1 
2 months 

! 

i 

4HR 1 4 months ! 
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1.5.3.1 Treatment Category I for New Case Adults 

New pulmonary smear-positive, smear-negative with extensive parenchyma1 involvement, 

1.5.3.2 Treatment Category I I  for Retreatment Case Adults - .  

Relapses, failures, treatment after interruptionldefault 

- .  
*Streptomycin is only given for the first 2 months of the Intensive Phase; 0.75g should be given to patients over 50 years of age. 

1.5.3.3 Treatment Cateeorv Il l  

1.5.3.4 Treatment Category I for New Case Children 

(Use the  same doses for new case chi ldren Category I l l  but without streptomycin) 

- .  

. 

'Doses may be calculated ad hoc by using syrup formulation. 
PLEASE NOTE: Ethambutol as used with Category I and I1 adults is not included in paediatric therap3 

I t  should not be given to children under six yean of age. 
- 



1.5.4 Issues to Consider in Special Situations 

WHO recommends2 additional consideration when treating tubercuIosis patients in any of the following special 

situations described below. 

Pregnant women 

Before starting TB treatment, a woman should be 

asked whether she is pregnant. Most antitubercuIosis 

drugs are safe for use in pregnancy. The exception is 

streptomycin, which is ototoxic to the foetus (i.e. 

it could damage hearing). It should not be used 

during pregnancy. 

A wremant woman should be advised that successfL 

To diagnose active TB disease, look for: 

m positive AFB in sputum or gastric aspirate; or 

two or more of the following: 
- history of contact with an active 

1 " 
treatment of TB with the recommended standardisec TB case (S+) 

- cough for more than two weeks 
regimen is important for the successfuI outcome of 

- weight loss/loss of appetite 
her pregnancy. - reactive tuberculin skin test (TST) as described 

above 

breast feed in^ mothers - positive X-ray findings compatible with TB 

A breastfeeding woman who has TB When treating children less than six years of 
receive a full course of TB treatment. Timely age, ethambut01 should not be used. The 
and properly chemotherapy is the best way recommended paediatric treatment regimen and 

to prevent transmission of the infection to her baby. doses can be found in section 1 -5.3 or in A~~~~ 2. 
All antituberculosis drugs are compatible witk 

breastfeeding; a woman taking them can safely 

continue to breastfeed. Mother and babv shoulc 
stay together and the baby should continue to be Wampicin interacts with oral contraceptive 

breastfed in the normal wav. I medications, creating a risk of decreased protection 
l against pregnancy. A woman receiving oral 

The baby should be given prophylactic I contraception should consult with her doctor to 

isoniazid for at least three months bevonc choose whichever of the following two options is 

the time the mother is considered to be non- 
infectious. BCG vaccination of the newborl: 
should be postponed until the end of isoniazic 
prophylaxis. 

best for her situation, so that it can be used for the 

duration of her T B  treatment with rifampicin: 

m switching to an oral contraceptive pill with a 
higher dose of oestrogen (50 pg); or 

a changtng to another form of 
contraception. Children 

Diagnosis of tuberculosis in children is difficult. Tc 
aid the diagnostic process, the following guideline:. Patients with livEd&@fS 

could be used at the doctor's discretion. Isoniazid, rifampicin and pyrazinamide are all 

tuberculin skin test results 2 l0  mm 
(if no prior BCG); or 
tuberculin skin test results 2 15 mm 
(if prior BCG). 

To diagnose TB infection without active TB, 
look for: 

(severe liver) damage, although it is associated 

with cholestatic jaundice. Of the three agents, 
pyrminmnide is the most hepatotoxic. 

associated with hepatitis. Of the three drugs, 
rifampicin is least likely to cause hepatocellular 



Guidelinesfor the Control 7uberculosis in  N u e  

Patients with the following conditions can receive the 

usual short-course chemotherapy regimens provided 

there is no clinical evidence of chronic liver disease: 

hepatitis virus carriage, a past history of acute 

hepatitis, excessive alcohol consumption. However, 

hepatotoxic reactions to antituberculosis drugs 

may be more common among these patients and 

should therefore be anticipated. 

Patients with established chronic liver disease 

Patients with liver disease should not receive 
pyrazinamide. Isoniazid plus rifampicin, plus one 

or two non-hepatotoxic drugs such as streptomycin 

and ethambutol, can be used for a total treatment 

duration of eight months. An alternative regimen is 

SHE in the Intensive Phase, followed by HE in the 

Continuation Phase, with a total treatment duration 

of 12 months. Therefore, recommended regimens 

are: 

2SHRE/GHR; or 

2SHE/lOHE. 

Patients with acute heoatitis 

(ex .  acute viral heoatitis) 

Uncommonly, a patient has TB and concurrently 

has acute hepatitis unrelated to TB or TB treatment. 

Clinical judgement is necessary in such 
instances. In some cases, it is possible to defer T B  
treatment until the acute hepatitis has resolved. In 

other cases, when it is necessary to treat TB during 

acute hepatitis, the combination of SE for three 

months is the safest option. 

If the hepatitis has resolved, the patient can 

then receive a Continuation Phase of six months 

isoniazid and rifampicin (3SE16HR). 

. If the hepatitis has not resolved, SE should be 

continued for a total of 12 months (12SE). 

Patients with renal failure 

Isoniazid, rifampicin and pyrazinamide are either 

eliminated almost entirely by biliary excretion or are 

metabolised into non-toxic compounds. These drugs 

can therefore be given in normal dosage to patients 

with renal failure. Patients with severe renal failure 

should receive pyridoxine with isoniazid in order to 

prevent peripheral neuropathy. 
. . 
. . Streptomycin and ethambutol are excreted 

by the kidney, so they should be avoided in 
patients with renal failure. However, if facilities 

are available to monitor renal function closely, 

streptomycin and ethambutol may be given in 

&d doses. Thioacetazonr is partially excreted 

in the urine; however, since the margin between 

a therapeutic dose and a toxic dose is too narrow, 

patients in renal failure should not receive 
thioacetazone. 

The safest regimen for patients with renal fsilure 

is 2HRZI6HR. 

Patients with HIV infection 

Generally, TB treatment is the same for HIV-infected 
. 

as for non-HIV-infected TB patients, with the 

exception that thioacetazone is contraindicated 
in those who are HIV-infected. Streptomycin 

remains a useful drug in countries able to ensure the 

use of sterile needles and syringes. Deaths during 

treatment (partly due to TB itself and partly due 

to other HIV-related diseases) are more frequent in 
- 

HIV-infected patients, particularly in the advanced 

stages of immunodeficiency If a pregnant woman is 
-. 

known to be HIV-positive, the availability of antiviral 
. . 

treatment to prevent mother-to-child transmission - 

should be considered. 



by WHO; however, each Pacific Island cauntq positive: Relapse, Failure, Treatment 
adapts the model to meet its own specific situatior aftet Interruption (Category 11) 
and needs. The country-specific adaptation for Niur 
can be found in Part 2 c& this document. &treatment sputum smear-positive patients are 

also hospitalised for the Intensive Phase, which, 
in Category 11, is for three months duration, 

1.6.1 New Sputum Smear-positive Cases 
(Category I) culminating with a sputum smear examination. Those 

patients whose results are sputum smear-negative 

I immediately begin the five-month Continuation 
Sputum smear-positive patients hospiGdistlc' Phase of their treatment. In the case of sputum 
for the whole duration of the Intensive Phase of smear-positive results, the Intensive Phase as well 
two months, at the end of which a sputum smear as the hospitalisation stay is extended for one more 
examination is conducted. Those patients who have month (to a total of four months). All patients also 
become sputum smear-negative immediately start have an ad&tional follow-up sputum examination 
the four-month Continuation Phase of treatment, as after the seventh month of their treabnent. 
an outpatient or from home. 

During the hospital stay, a health worker observes 
For those who remain smear-positive, the Intensive the patient swallowing the medications we1y day 
Phafe, as well as the hospitalisation s t a y  is prolonged P O T  and records the drug intake on the patient 
for one more month (to a total of three months). At treatment card. The Continuation Phase is carried 
the end of this extension, another s p u r n  smear out at the h e a h  facility close to the patient's home 
examination is canducted and recorded, but the and a treatment partner observes and records the 
patient star ts  the Continuation Phase irrespective of daily intake of the medications. 
the result of this smear examination. 

For all patients, an additional follaw-up sputum 
examination is also conducted after the fifth month 

of treatment. If this sputum smear is still positive, 

the patient is re-classified as a treatment failure, 

reregistered in the Tuberculosis Register with a 

new TB number, and should s t a r t  the retreament 

(Category IQ regimen afresh. 

1.6.3 New Sputum Smear-negative 
Pulmonary and Extrapulmonary Cases 

New sputum smear-negative pulmonary and 

extrapulmonary patients are treated at home as 

outpatients, unless they are severely ill and require 
a short period in hospital. Their treatment, using a 

weekly supply of medications, is self-administered 

~~~i~~ the hospital stay, a heal& worker oherves during both the Intensive and Continuation Phases. 

the their every day However, the first dose of the weekly supply should 

(DOT) and the drug in& the be directly observed (DOT) by the nurse or treatment 
treatment cmd. The Continuation Phase is carried partner who will also monitor the entire treatment 

out through the health facility close to the patient's 

home with t he  nurse or treatment partner observing 

the daily intake of medications and completing the 

treatment card. Any patient who is transferred to another 
location (locally, within the country or 

intemtionally) should have their records sent 

to the new location along with a completed 
Referral and Transfer form. 
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New cases: 

pulmonary smear-positive 

New cases: 

pulmonary smear-negative, but severe 

(i.e. with extensive parenchyma1 
involvement) 

I New cases: Extrapulmonary. 

During the sixth 

month 

At the DOTS 

Centre 

but severe 

ICateeorvI 
Retreatment of pulmonary smear- positive 

cases 

relapse 
failure 

treatment after 

End of third 
month 

During the eighth 

month 

I interruption (default) 

Centre 

New cases: pulmonary smear-negative 

(other than in Category I) 

New, less severe forms of 
extrapulmonary TB 

2HRZl4HR None as routine -l- 
7 
*Treatment should be directly observed at least 5 days a week, but the pa 

DOT daily as inpatient for 2 months DOT daily* (4 months) 

If patient is smear-positive at the end 

of the second month, the Intensive 
Phase in the hospital is extended for 

1 more month 

Outoatient: 
patient living within 1 hour of the 

health facility 

Patient at home: 

patient living more than 1 hour 
from the health facility 

DOT daily as inpatient for 3 months DOT daily (5 months) 

If patient is smear-positive at the 

end of the third month, the lntensive 
Phase in the hospital is extended for 

1 more month 

Outoatient: 
patient living within 1 hour of the 

health facility 

Patient at home: 

patient living more than 1 hour 
from the health facility 

I 

Self-administered (6 months) with weekly drug supply 
The first dose of the weekly supply must be administered under direct 

observation 

Severely ill cases should be hospitalised for a short period 

Outoatient: 
patient living within 1 hour of the health facility 

Treatment at home: 
patient living more than 1 hour from the health facility 

ent needs to take medication every day (7 dayslweek) 

Health worker for 

outpatients 

Outreach health 

worker 

or 
Community volunteer 

for home treatment 
under supervision of 

a health worker 

As above 

As above 



1.6.4 Treatment Kit 

A treatment kit is ideal in a sec-up where there are 
more than one hospital and more than one health 
centre. The ht is prepared for the patient upon 
discharge from the hospital or when treatment is tc 
be supervised through a health centre outside the 

main DOTS Centre. A treatment kit should be made 
available for each patient to ensure that: 

treatment recording is done properly 
drug swallowing is observed by a trained staff 

and 

TB drug supplies are available throughout the 

entire treatment duration. 

The beatment kit contains all the medications 1 leader, a teacher or other influential community 
necessary to complete the intensive and the 1 leader). Treatment partners are assigned to all TB 
continuation phase of the treatment. It also contains 

the patient treatment card, two sputum cups, and 
patients, in particular to smear-positive cases. If the 

treatment partner is a trained community member, 

patient information sheet as well as an instruction 1 he or she is supervised by and is accountable to the 

sheet for the treatment partner. 1 health worker. 

A treament kit is prepared and allocated in the 
DOTS Centre for each patient who is diagnosed 

with tuberculosis. For hospitalised cases, the kit is 
given to hospital doctors or nurses. Patients who 

continue treatment in a health facility as outpatients 

or from home are provided with a treabnent kit for 
the Continuation Phase. In such cases, the kit is kept 
at the health facility under the responsibility of the 
health worker. However, if the patient lives very far 
from the health facility, community volunteers or 
outreach health workers may keep the kit. Use of the 
kit will facilitate proper, easy case management from 

the first day of treatment und the patient is declared 
cured by a physician. 

1.6.5 Treatment Partner 

The treatment parimer is responsible for observing 
that patients swallow their medicines as prescribed. 

If Iswe fess h n  rnre h ' s  travel from the 

DOTS Centre or hezdth fat* &me they are taking the 

treatment, they may take the medications at the DOTS Centre 

or at the health fadv h this case, the ixament partner k a 

health worker of the DOTS Centre or of the health fac* 

Ifpatignts live more dkatr one hour away from the DOTS 

Centre or health M t y ,  the o-eatment may be delivered at the 

patient's home by an outreach health workeq a n m e  &le or, 

alternatively, by a tmined community volunteer. 

In the case of a community volunteer being chosen 
as a treatment partner, the health worker wiIl provide 
no more than a weekly supply of TB medications to 

the treatment partner (community volunteer). The 
treatment partner delivers the daily medications to the 

sputum smear-positive patients, observes the patients 
swallowing the drugs (DOT and records this on the 
patient treatment card. For sputum smear-negative 
and extrapulmonary patients, the medications are 

delivered even week and the first dose of the weeklv 
The mament Partner be a Or 

a community volunteer (a religious or government 

I 

supply is supervised by the matment 
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1.6.6 Sputum Smear Examinations to Monitor Patient Progress and Cure 

Sputum samples should be routinely examined for diagnosis and follow-up using the inten~als given in Table 

2 (Section 1.6.3) and summarised below. 

End of the 2 month period of the Intensive Phase. End of the 3 month period of the Intensive Phase. - .  

At the end of 3 months ONLY if sputum at 2 months At the end of 4 months ONLY if sputum at 3 months 

was still positive. was still positive. 

During the 6th month. During the 8th month. 

Results of all sputum examinations should be 
documented at the lab in the TB 1,aboratory 

Register; as well as entered, in a timely manner, in 

the Tuberculosis Register at the DOTS Centre. 

When treatment is complete, sputum smear-positive 
patients are referred for final assessment to the DOTS 
Centre where they were originally diagnosed. 

Category 111 patients do not need routine sputum 
follow-ups during their course of treatment. 

- .  
However, if a patient does not improve or their 

- .  
situation deteriorates, they should be referred to the 
DOTS Centre where clinical and bacteriological 

examinations should be performed again. 



PART I - WHO model 

Reporting of Case Findings and Treatment Outcomes 
Krq11ar rrporting is an intrgral c i~rn l~ i~nrn t  of 

each DUI'S programme to allou Scrr nlonit~~ring r~ f  

progress at all lrvels local; national, rcgio~ial and 

l o l l .  I%r this purposr, thc Ihllcr~~ing quarte~ly 

rrlxrts ;rrr rrrilmrni.ndrrl l-ry \VHC). 

1.7.1 Quarterly Report on Tuberculosis 
Case-Finding 

'l'lir: (harterly Report on Gas(.-Finditlg provides 

a structurrd nirans ibr concise reporting oS thr 

numhrrs S nr\v rases of tuhcrculosis that arr 

identifird each cluarter. Tlic rcport is to he st~hmittrd 

11) \VHO and SPC: at tlir hr+ning of' thc month 

dirc(.tly follo~vi~ig the end OS tllc qual-tcr being 

rrportrd (i.e. in early April for thc first cluarteb which 

\vould include statistics f i~r  all of',Janu;rlx February 

1.7.2 Quarterly Report on the Outcomes 
of Treatment of Pulmonary 
Tuberculosis Sputum Smear-Positive 
Patients 

l 
Regular nlonituring <IS tn:atmrnt outcomes is 

rsscr~tial in determining the succrss of IIOTS 
programmes and in identifying alarming trt:nds, 

sui.11 as RlDR:I'B. 'I'hereSore, the outi~omi~s of' 

tuhcn:ulosis treatment are reported on a quarterly 

hasis. From the report, treatment success rates can 

he calculatrrl, thns giving important inSormation to 

D O 1 5  programmes, govrrnmcnts and \\'HO. As 

with the report on cast,-finding, this rcport is to br 

sul)inittrd t11 \ \ 'H0 and SPC: at tlic ljc$nning i ~ f '  

the month directly h l lowin~  thr rnd of the c1u;irter 

hring rrportcd (rcf'cr to Section 2.7.2 Sr~r drtails). 

and Rlarcli'!. 'l'lle statistics rrportrd on this r o r ~ r ~  ' 

can h(: usrd to calculate the notification ratrs f i r  j 
! 

tuhrrculosis in a particular country. with a special j 
i 

fi~cus 1111 the ratr Six smear-positix-c cases. 'l'his rate i 
! 

is extr(:mcly important for nionitoring tul,rr~~ulosis i 
trends at hoth the national and the r c ~ i ~ n a l  ievrls, ! 

I 
which hecomes thc basis for dri:ision making and i 
policy development. 

NOTES: 

For country-specific details on the completion ancl suhrnission oS tliesc forms and 11n methods for 
calculating notification ratrs and treatment success rates, rt:fi,r to Sections 2.7.1 and 2.7.2. 

It is strongly recommendrtl that a copy of racli rrport he kept in-country for intrrnal monitoring 
purposes. 



Part I1 
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' :,.11I. h\ .* " The N,.i,ue ,:DOTS Strategy .. . - A Country-sp.ecific v .. . . .  ... Model 

Country Background 
ock of Polynesia" is the historica During the five-year period between 1997 and 200 1, 

name given to Niue, the largest sing1 Niue reported three cases of tuberculosis. One of 

coral atoll in h e  Pacific, with a land these cases was reported in 1998 giving a notification 

area of 259 square kilometres. Niue i rate, for all types of TB, of 48/ 100,000. Then, in 

situated in the centre of a triangle formed by Tong 
to the southwest, Samoa to the northwest and th 

Cook Islands to the east. 

I 

1999, when two cases were identified, the notification 
rate escalated to 11 1/100,000 for all types of TB 
and to 56/ 100,000 for sputum smear-positive cases. 

While no cases were reported in either 2000 or 200 1, 

The world's smallest self-governing state, Niue has 

continued to maintain close political ties with New 
I Zealand since gaining free association status in 1974. i 

two cases were again identified in 2002 causing the 
notification rates to return to very high levels; with 
1 1 S/ 100,000 for all types of TB and 59/ 100,000 for 

I A Niuean citizen enjoys free citizenship rights in ; sputum smear-positive cases. These rates recorded in 

New Zealand, a factor that expIains why more than m Niue are much higher than the rates ever recorded 

20,000 Niueans reside in New Zealand today, an,' 
only a handful remain in Niue. 

by neighbouring counbies Tonga and Samoa, which 

1 averaged 20/ 100,000 for the same period. 

island population is 1593, fields a popdadon causing massive destruction, including the loss of 

density of six persons per square kilometre. 33% of the island's hospital, Lord Liverpool Hospital. This 

the population is below 15 years of age, and 54% is hospital was the key facility offering health services to 

between 15 and 59 years of age. Life expectancy at all Niueans. In addition to having provided diagnostic 

of the total population resides in ~ l ~ f i ,  the capital also housed the National Tuberculosis Programme's 

village. The balance of the population is dispersed I DOTS Centre, pharmacy and laboratory for sputum 

among the remaining 12 villages on the island. rnicroscopy. At the time of the writing of this manual, 

thanks to funding from New Zealand, Niue was in 

Between the 1991 and 1997 censuses, the net 
migration rate was -2.4%, and the annual population 

growth rate was -1.2%, showing a declining trend in 

population. Just five years later, at the time of the 
last census in September 200 1 ,  with the crude birth 
rate at 1 .g%, the crude death rate at 0.8% and the 

net migration rate changing to +.g%, the annual 

population growth rate decreased even further into 

negative figures, to an annual rate of -3.8%. This 

clearly indicates that more people are leaving th 

the process of rebuilding the hospital with the plan 
to return to the same level of care that was provided 

prior to the cyclone. Further, it was projected that 
the infrastructure of health care services provided 

through the Ministry of Health would also remain 

the same. As a result, these DOTS guidelines are 

being written based on the planned return to the pre- 
cydone health services infrastructure and facilities 

rather than on the current short-term transition 
period. 

country now than ever before. 



Overview of the Niue Tuberculosis Programme 

2.2.1 Niue Adopts the DOTS Strategy 

In i\ugust 1998, SI'C started Plx~sr I of thr then 

~rrbvly crc;rted SPC 'lill~rrculosis C:ontrol Prqject 

:no\\ rianlc.ci the SPC: 'l'ul~rrc~ulosis Ciontrol Srcdori) 

t>y rmploying a 'l'ul~rrculosis Specialist to hcad tlie 

~m?jer t .  As part of this first ~~l insc ,  thc TB Specialist 

carrird out i~r-i.ount~), tuhrrculosis c\.;llnations in a 

number of PICl'IS inclndi~rg Siuc's main neighbours. 

It \'\as elrarly tirmonstratrd in tht. results of tliesr 

Phasr 1 cvalu;rti~~ns that ']'B Jvas an escalating concern 

in srvcl.al countries in the region. 'l'liis conccrlr 

coupled wit11 a crrrrd towards i~irrrasrd intcrnation;ll 

mobility Ird oftici;rls to ;lrkrrowlcdgc the \er) lligll 

risk of intra-rrgonal transmission of the disease. 

One year latcl; in Scpteniher 19951, in recognition 

of tlic gro\\ing prohlern of tuhrrcnlr~sis in tlic cntil-c 

rtgion, clir \YHO Krgional Committer for thr 

\2'cstern Rrcific adoptrd a resolution that drc4arcti 

a regional "cuht~rculosis crisis" and urged mcmhcr 

states to work together to solve the prohlrm. Out 

of this initiatixe, the I+rt~Jir .S'trntu,qt~ Pion 10 .Stop 7B 
2000 was dcvcloprd. One of t l ~ c  main targrts of the 

strategic plan \\.;is to "adopt 1)OTS as tlir primary 

tuhcrcnlosis conmol stratecq in all cout~trics and 

arcas and crrritorics" hy 2002. ' l6  help mrr t  this 

targct, tlie SPC '1'B Specialist, as part of I'liasc I of 

the TB C:ontrol Project, \vorked closel?- with sr\-em1 

countries to implrnient the L)(JI'S strategy 

In,June 2000, as pan o l  an SPC/\VHO co-organised 

r c ~ o n a l  meeting (1st Stop T B  kleetingin t l ~ c  Pacific 

Islandsl, SPC mrmher countries, including Niuc. 

Inct togetlirr to disruss tlic status of tulx~-culosis 

ainong Pacific Island countries; to revicw thr 

regional stratcgic plan and targcts: and to decide 

\\~liieli actions to take. The  end result of this mrrting 

w;~s mdorsement of tlir rrgional reco~nmendations, 

as per the strategic plan. 

In 2001, Phase I1 of tlie SPC Tuberculosis Control 

Project \vas iniplrmented, ;rllo\~ing for espansion 

of tlie number of countries w~rk ing  directly witli 

SPC on their implernentatiou of the 1)OTS slratca. 

Niur  as targctcd as one of the expansion countries 

and, following all in-country '1'B craluati~~n by tlie T'R 

Sprcialist early in 2002, ihr Niur llilristry or llraltlr 

agreed in plinciplr to adopt the DO'I'S strarc,q-y in 

ordrr to control tlir discase. Once tlie s t ra tcc  \\.as 

acloptrd and the first I)O'I'S training ihr health stal1' ill 

Niur was coi~ductrcl by ~ l r r  SPC: '1'K Specialist, Niuc's 

National 'luherculosis Progranime xras u~idcr \\.a): 

Si11c.r tllat time, Niur lias corltinued to support 

'I'B initiatives and to prrticipati. in rcl;~tcd re,+onal 

activitirs SLICI I  as the Suh Kcgional l'uberculosis 

\\i~rl<slii~p on 1);1t;1 llnnrrgrlrir.111 Ir~.ld at SPC: I'rorn 

29 Scptcmher to 3 Octol~cr ?003 ancl tlir joint 

I-enture suhniission as ;r recipir~it of tlie Global 

1:und tr)  Figlit hll)S, Tuhrrculosis and llalaria 

(C;F.~YI'lI;. In ;tddition; in Rlarcl~ 2004. Niur srtrc 

two rcprtsrntatives to tlic 2nd Stop TB hlceting 

ill thc Pacifir Islands. This rrgonal ~iiceting was 

+gain eo-sporisorcd by SP(: and \ \ ' H 0  ;md lirld in 

Noumcn, Krw (:aledoriia, to fi~llo\\ up on progrcss 

mail(. i l l  IIOTS ilnplcmentation; to rr\:ir\v anti 

finalise national action plans tlinrugli tlir year 

2005; to discuss tcclinical issues; and to strrngtlien 

collal~or;rtion hrt\vrrn countrirs and incernatiorral 

partnrrs in tuherculosic control. 

2.2.2 The Niue National Tuberculosis 
Programme (NTP) Framework 

~ - 

Organis;~rioti of tlit iYiue health scctor is mandated 

11)- governmerrt as part ~ r f  tlie hlinistr) of Health. 

\\ltliin t l ~ c  hlinisrry, the Yatinnal .Tuberculosis 

Programnle is under the Director of' Public Hmltli 

\%l10 ans\\,crs to tlir Secret;rr? to (:ovrrnrnent 

rqarding all public licaltli pnrgran~mes. 

111 the Niur lrraltlr sector there is one central unit lirr 

manag-rnrcut of all clinical functions, tlie Nado~ial 

Hopital. Unlike most otllcr Pacific Island countrics, 

ill Niuc tlrcrc are no outer islal~ds. Furthrr, \\-it11 tlrc 

small s i x  of the island 01' Niur, all patients can access 

the N;rtiona1 Hospital directly ro thrrr is no nccd for a 

nct\vork of village-lr\rl liealth fi~cilitirs. Patients follow 

a fairly simple process of first beilig seen tlirougll 

outpatient srrvices at t l~c  i~utpatient drpartmcnt 

(OPD) aild then, if requiring additional trsting antl/or 

specialised care, they arr rrfrrrcd to inpatient servicrs. 
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The same referral model is used for tuberculosis diagnostic tests and/or treatment procedures. In this 

services, with the NTP office and DO'I'S Centre both way, programme consistency is more likely since the - .  

based at the National Hospital. Patients in need of NTPManager, togetherwiththeDOTSCoordinator, 

diagnostic(including1aboratory)ortreatmentservices directly administers all tuberculosis senices 

for tuberculosis are first seen at the OPD. Then, provided through the Niue DOTS Programme. 

the DOTS Coordinator, in conjunction with the Figure 3 (below) shows a summary of this modcl. 

NTP Manager, arranges and oversees the necessary . . 

Figure 3: The Niue National Tuberculosis Programme (NTP) Flow Chart 

.aborato 

Outpatient Services provide TB treatment 

at the 

OPD 

by delivering andtor 
directly observing 

daily swallowing of 
medication (DOT) 

(staffed by doctors) 



PART I1 - . ' l iue .Slralt:gy 

2.2.2.1 DOTS Programme Staff 

In Niur, the 1)CYI'S trratmrnt team consists o t  
i an N'l'I' R'la~iagcr 

a 1)O'I'S Coordinator 

i Doctors 

; Nursing StafY 

To provitle a quality programme, c;rcll staff nicmhrr 

complctcs a variety of important tasks, somr of 

which arr listrd hrl~)\v. 

NTP Manager 

'l'lic NTP Manager is resp~~nsihlc tbr ox-crscring all 

p o l i c ~  ;rdministr;ltivc, and clinical lirnctions of the 

NTP, such as to: 

liaise directly \\.it11 tlie Secretary to (;~~vrrnmc.nt 

on n;rtiorral '1'H policy and budget;rry issues to 

ensure that tlic DOTS strategy is in pl;tcc and 

oprrating smootl~ly, especially in rrlation to: 

- continucd goverriment and political 

~:ommitment to support the YTP 

- tlc:tcction of sputum smear-positive cascs 

tlir~iugll tlircct microscopy servicrs at t h~ :  

Iahoratory 
- regular and uninterrupted supply of anti-TB 

drugs tlirough tlie pliarmary 
- ongoing 11CY1' durirlg trcatmcnt o r  all 

identified tuhcrculosis patients 
- recordirrg of racli patient's progrrss using t l ~ c  

stand;rrdiscd rcporting systrrn 

ensure adecllratr suppurt of llealth stalT, including 

doctors, on all aspects of the Niuc 1)O'I'S 

Programme 

suprr\ise tlir DO'I'S Coorrtinator 

when nrressar); in 1:111l;~boratio11 with tlie DOTS 

Coordinator, monitor ongoing TB patient 

treatment 

ensure proprr rrporting of all Niuc '1'13 casrs 

through thr Tuhrrculosis Register and the 

Quarterly Reports on Case Findings and on 

'Treatment Outcomes (rcfcr to Annex C;, SPC/ 

'I'UB Forms 03, 06 and 07) 

arrange representation of Niur at ~-t.gi:~n;rl and 

sub recjunal tuberctrlosis rc1atc.d meetings 

implement I-ccommcndati~~~is madr tlir~iugli 

spe~:ialist reports and through region:rl initi:rtives 

regarding thc DOTS programme 

tlimugl~ membership on the national Coulrtry 

C:oordinatirrg Mechanism ICC:,\I), irrstrn: tliat, 

for tuherculosis, the programme, linance and 

rcporting requirements of the (;lot~aI Fulld to 

Fight AIIIS, 'l'uhrrculosis :rnd R1;llaria !(;F.Xl'hl) 

are n ~ c t  ~vitliin agreed tirnelinrs 

m prrform additional task as the 1iert1 ;rriscs 

DOTS Coordinator 

'The DOTS Coordinator is a qualified nurse with 

spccial training in DCYI'S programme provision. 

In conjulictiori \vitIi tlir NTP 1lan;rgcr: tlic I)<YI'S 

Coordinator manages the 1 r r a l1  XI 'P  and is 

respor~sihlc Sor tlie drtailrd uprration of each 

com~onent  of tlir progr;lmmc iucluding carr of all 

patients. To he sur~:~:ssful, tllc IIO'l'S Coordinator is 

responsible for many tasks, su1:11 as to: 

coordinate, with tlie doctor and labora~or)~ 

tccl~nician, all TB case refi.rr;rls, including to: 

- verify that collection: transport, and 

documentation of all sputulii samples fi~ll~nvs 

recommended procedures 

- check that sputum is cxamincd \titliin 7 days of 

collection of the first samplc 

- ensure that all smear-p~~sitivr patients are 

lrospitalisecl during ttlc lntrnsi\.e Phase of 

trcatnient 

work closely with tlir YI'P .\l;magrr, doctors and 

nursing stafl' to initiate TB trcatmcnt by: 

- tracing each dia~nosed 'I'K patient, assigning 

each a unique TB numhcr and then re,+strring 

each patient in tlic 'li~bercrrlosis Krqistrr 

- creatirrg a master Treatment Card which 

iriclrldes patient dctails, exact dosage of 

medication ant1 tllc dates Sor each fi~llow-up 

sputu~n examination during ttlc course of 

treatment: 
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DOTS Coordinator (cont.) 
for each Category I or I1 patient as soon 

as they are admitted to the hospital for 
inpatient care and 

for each Category 111 patient as soon as they 
are diagnosed 

- training ward and community nurses on 

supervision and recording of TB treatment 
- when necessary, assisting nursing staff to 

organise hospital admission, including 

transportation if required 
- for patients who are discharged from hospital 

to finish their treatment from home: 

preparing a duplicate copy of the Treatment 

Card, for use with any patient who will 
receive their daily medications at home 
(The original master copy of the Treatment 

Card must remain at the DOTS Centrr at 
all times. It should never be carried to the 
patient's home.) 
preparing and storing a Treatment Kit (see 

Section 1.6.4) for each patient to ensure 
that all medications and treatment supplies 
are available for the duration of treatment 

supervising, if needed, the ongoing 
treatment for patients to include: dispensing 
of TB medications, direct supenision and 

recording of each treatment, coordination 
of follow-up sputum examinations and 
referral to the doctor for an end of treatment 

clinical exam 

in collaboration with the N'rP Manager, 

determine required TB drug supply and work with 

pharmacy staff to ensure that adequate stocks of 
anti-TB medication and laboratory materials, 
including reagents, are always available 

regularly communicate with health staff to: 

- encourage increased case detection 

- ensure sputum follow-up exams are conducted 

according to schedule 
- receive monthly updates of Treatment Card data 

for any patients being monitored from home 
- follow up on referrals and/or transfers 

- discuss other related issues in order to ensure 

an efficient NTP 

use the standardised reporting system to record 

patient progress by: 

- on a monthly basis, updatingmaster Treatment 

Cards and the Tuberculosis Register 
- regularly (at least quartrrly) cross-referencing 

data in the TB Laboratory Register (kept at 
the laboratory) with data in the Tuberculosis 

Register (kept at the DOTS Centre), to ensure 
that: 

it is consistent 

each suspect submits three sputum 
specimens for diagnosis and two for each 

follow-up, and 

all sputum-positive cases are registered and 
receiking appropriate treatment 

- consolidating Tuberculosis Register and TB 

Laboratory Register data so as to produce 
a data summary and prepare the official 

quarterly reports for submission to the NTP 
Manager, SPC and \VHO 

provide and/or organise ongoing training and 

supenkion of Ministry of Health staff and 

any volunteers who are involved in the DOTS 
programme 

conduct regular supervisory visits to the hospital 

and to each patient's home in order to monitor 
efficiency of the DOTS programme and to verify 

ongoing direct observation of treatment for each 

patient (see Table 4 in Section 2.5) 

implement tuberculosis control measures in the 

community to include: 

- contact tracingtoidentifypotential tuberculosis 

suspects 

- use of prophylactic TB treatment when 
warranted (see Section 2.2.3) 

- preparation and regular dissemination of 

educational and community awareness 

materials and activities 

perform additional tasks as the need arises 
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Doctors 

Irr Niuc, Doctors work dircctly wit11 TB suspects 

and dingnosvd T K  patients at hot11 tlrv OP1) and 

inpatient sections of the hospital. \VIirnr\-er possible, 

thry collaborate closcly \\it11 tlie NTP lfanaser and 

1)CYl'S Coordinator to provide TB p;rtients with 
high-qllaliry care hnscd on DCYI'S pr<,gI.ammc 
proceclr~rrs. 

170r 'I'B patients, tlrc doctors: 

perli)rni clilrical examination of '1'R susprcts 

liaise with tlrc DUI'S Coordinator Tor sputum 

sprcimrrr cr~llection 

confirm tuberculosis tiiagnosis hased on the t lo~r  

chart ~ I I C J \ Y I I  it1 Figure 2 

maintain rtkwlar communication \\ith 

the Iahoratory technician and thr: DOTS 

Coordinator regarding diagnostic ;incl fi~llo\v-up 

sputum cxanis/rrsults 

collahorate with tht: DOTS C:oorclinator fbr 

initiation of TR trcatnlent usillg thr necessary 

110'1's pro'.rss 

dr\clop 'In indi\idual tre,Itmcnt pl,m for 

racli confil ]lied TB patirnt 

admit to hospital 

- all sputunr smear-pc~sitivr patients for irrpaticnt 

treatl~lent during tlir entire lrrtensivc Phasr 

- scvcrrly ill sputum smear-nrgati\.r and 

(~xtrapulmonary TB patients for inpatient 

trratnient until ~vcll enungh to continuc 

trt:atmrnt as outpatients 

decidr whrn hospitalised patirnts can return 

lrome to continue directly o b s c ~ r d  trratrnent as 

outpatients 

w o ~ k  clo~rly \\it11 tlrc DOTS C:oortlinator 

tlrroughout the patient's trratnlrnt to 

- rnsurc tlrc hospitalisation prriod goes smoothly 
- monitor tlir full coursc of '1'B trratmrnt 
- organise appropliate contact tracing in sputum 

positive hor~sclrolds 

convene regular m(:vtings to discuss/re\it\\ 

dizrgnosis of smear-neg;rti\.e ;md rxtrapulmon;rry 

tu1)crculosis cases 

perform irdditional tasks as tlrc nccd arises 

Nursing Staff 
'Zs ;rn intcgr;ll part of the ireatrllrrlt teitm, Nursing 

StaK, \v110 work directly wit11 pati'nts at the 

outpntirnt ancl iirpaticnt sections of the hospit;~l as 

~vcll 21s in patiant's hotnrs, n-ccivc specific training 

in I1O'I'S. This ensures t l~at  nurses can be involved, 

\%hc~rev(.r nrcrssary, in every aspect of '1'B patirnt 

idcntificntio~i, diagnosis and care. 

Nursing stalT' use their skills to support tlie DOTS 

progr;rmme by hring rcsponsihlc fhr tasks such as 

to: 

identilj and refer 'I'B susprcts fhr diqnosis (reCcr 

to Srction 2.3.1) 

\\,hen nrcessarx collcc:t, label, re+ter arid 

transI.fr the corrcct numher of sputuni specimens 

for Iahoratory rxariiination [3 sprcimrns for 

diagnosis or 2 spccimcns f i r  racli follo\v- up^, 
using corrrct Iiandlirrg proccdurrs so that quality 

sputum arrives at tlie laboratory K0 LYI'ER 

'I'HAN 7 DAYS i\Fl'ER COI.I,E:,C'TION OF 

'I'HE FIRST SiVLIP1.E (see Section 2.3.2) 

work with tlir DOTS Coordinator to 

arrange hospital admission and, if neccssalu, 

transportation fbr patients to start the Intrnsive 

Phase of treatment 

during Intensive Phase hospitalisation of TB 

pt i rnts ,  nursing s t a r  

- clistribute daily medications 
- directly obscnr: r:acli trratrnent (DO'l'), 7 / 7  

days per week 

- complete tlie patient's Trcatmcnt Card on a 

daily basis 

- collcct thr t~vo end of phase sputum samplt,s 

(O\,ernight and SPO'I') fix fi~llow-up rxarn 

and srntl i t  to the laboratory 
- arrange any additional medical procedures 

as ordered by tlir doctor, NTP klanagcr or 

UOTS Coordinator 
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for patients who havc been discharged from 
hospital and approved to finish their treatment 

from home, nursing staff, in conjunction with the 
DOTS Coordinator: 

- supervise the use of the patient's Treatment 
Kit, including distribution of medications 

- directly observe (DOT) that patients swallow 

their medication every day, 7 days per week 
- complete the patient's Treatment Card for 

each treatment directly observed 

- monitor the patient's treatment schedule 

via the Treatment Card and ensure that 
the patient submits two sputum samples 

(Overnight and SPOT) for each required 
follow-up examination 

- regularly (on a monthly hasisj report treatment 

to the DOTS Coordinator for updating of the 

master Treatment Card 
- refer the patient to the doctor for an end of 

treatment clinical exam 

communicate reLgularly with the DOTS 
Coordinator to ensure quality case management 

The TB Section of the National Laboratory, 

where sputum examination, documentation and, at 

times, collection takes place and the pharmacy, 

where anti-TB medication is stored and distributed, 
operate as fundamental componcnts of the NTP To 
assist the DOTS programme, laboratory technicians 

based at the laboratory are specifically trained and 
supen.ised to be responsible for: 

sputum examinations using AFB microscopy 
related recording in the TB Laboratory Regstcr, 

which is kept at the lab 

reporting of results to referring doctors and the 

DOTS Coordinator 
ongoing quality assurance of the microscopy 
services (see Section 2.8) 

Since there is only one key health facility in Niue, 

that being the National Hospital, community health 
staK, doctors and nurses making village rounds have 

a critical role in the identification of tuberculosis 

suspects and in the follow-up of any patients who 
may be defaulting on their treatment. Ongoing 

community awareness and education as well as 
- 

observation for symptoms of tuberculosis contribute 
with the DOTS Coordinator, conduct community - 

towards increased case detection and treatment 
awareness activities to incrcase case detection 

success rates. All levels of clinical and public health 
perform additional tasks as the need arises staff therefore work together to identify TB suspects 

and refer them for assessment, diagnosis and 

2.2.2.2 DOTS Programme Facilities (refer to Figure 3) treatment. 

In Niue, the DOTS Centre is located at the National 
Hospital in the capital village of Alofi. Both the NTP 
Manager and the DOTS Coordinator are based at 
the DOTS Centre which is designated as the central 
tuberculosis management, referral and reporting 

unit. 

All administrative and managerial functions of the 

NTP, as well as direct treatment for patients, during 
both inpatient and outpatient care, are coordinated 

through the DOTS Centre, where the Tuberculosis 

Register is kept. As well, both laboratory and 
pharmacy functions are provided through the DOTS 

Centre. 
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2.2.3 Complementary Tuberculosis Control 
Measures 

Srver;il pre\.enrativr mrasurcs arc rct:ommentled to 

I>r firllo\vrd in Niue in order to contrnl the- qrl-(:at{ 

of' tubcrculusis \citliin thr country. Tlirse mc;tsurcs 

includc: 

Early immunisation 
It is compulsory Tor all inrants to hr \accinatrd 

against tuhcrculosis (using thc UC(;I at ljirtli. 

Childrt~n with HI\'-positive mothers shoultl also 

Ile vaccinatcti, if AIDS in the child h:is been ruled 

out. 

r;- Contact tracing and prophylactic 
treatment 
Onm: apaticnt is diag-rrosed as srne;~r-positive, and 

is undrr trr;ltmi3nt, staff from tllc DOI'S C e n t r ~  

should organise l~uuseliold contact tracing in 

ordrr to srarcli fix any potential carr.i(:r and/or to 

srrrrn ~r(>ssil~lc cross-inkction cases. Any person 

identified during this in\.estigation as a possible 'I'B 

suspect is rrfi.rrrd t u  the doctor lbr appropri;rte 

rsamination. Further, asreco~llmcnded by \VHOi, 
xvl~rn active 'I'R has ljrrn ruled nut: any well child 

under the age of' five years living in a household 

\I here a smrar-pirsiti\-r cast: has i~ccn identified 

should he ~ v c n  ;I prophylactic trcatmrnt oT daily 

dosi.s of isoniazid ibr at lrast 6 inontlis, \lit11 

rcgular follow-up. 'l'liis is especially important firr 

breastfed children \vhosc rnothrrs are diag~losed 

with sputum smear-positivr trrhr~ulosis. 

* Early identification through community 
education and awareness activities 
Rased on aclvicc fl-om t l~c  1)o'I'S Crntrr, 

oi~goii~g community education initiatives should 

br condurtrd in order to incrrase axvarcncss 

of' tuhcrculosis and reduce the lrvel of stigma 

surrounding tlir discasc. The goal of' this measure 

is to increase overall rasr rletection, and early 

identification ;rnd trcatmcnt of cacti casc. 

Operational Aspects of Case Detection, Diagnosis and Treatment 2.3 

2.3.1. Case Detection Any patirnt prrxnting ;IS a tubcrculosis snsprct 

should Ilc referred directly ancl \vithout delay fbr 

Identification ol' suspect casrs of tuhcrculosis can s c r e rn in~  assessment anti diag-nostic procedures by 

occrlr at any lcvrl within thr co~iimunity Doctors, onc of the doctors at: 

nurses and par;nncdical staff, as \vrll as coriirnunity 

members at large (especially community Icadcrc;, * the National Hospital OPD 

can identifi. ;rnd refkr pcoplc with suspect sylnptoms 
If susprcted cnsrs arc not reliable or cannot make 

to the nearest 1ie;ilth f,icilit)-. In this wax tile entire 
tlir trip to tilt: doctor, tllc DOTS C:oordinator or a 

community can hrlp in the fight ayainst tubrrculosis. 
liursc trained in sputum collection sliirultl collect the 

P;ttients suspcctcd of ha\-ing tuhrrculosis are those 

\vith one or morc of the following symptoms: 

a persistent cougli ffir morc than ttlrce \\,crks, in 

;rddition to prc-existing pathologies 

an overall change in llcalth with significa~lt \\,eight 

loss o\:er a prriod of a Se\c mnntlis 

intense fi~tiguc with night sweats 

prolonged Srvrr 

blood-stained sputuni 

close contact with a known TB patient idcntificd 

recently 

tlirer sputum specimens requirrd irrfrr to Section 

2 . 3 . )  and ensure: that they reach the National 

Laboratory NO LATER THAN 7 DAYS AFTER 
COLLECTION OF THE FIRST SAMPLE. 

To meet this timeline, sputum should be 
collected as close to the date of delivery as 
possible. 

Figure 4 summarisrs the Niuc procedure for 

fbllo\cing- patients susprctrtl ol' having tubei-culosis. 



Figure 4: Procedure for Following Patients Suspected of Having Tuberculosis 

Nationd Hospital QPD 
Sputum testing at National 
Laboratory (results sent to 

refenring doctor and NTP s q  

4 OPD doctor 
1 
1 
I 
I 
1 
\ 

Household contact tracing 4- Registered at the DOT S Centre and admitted to me 
at the National Hospital 

Full-course broad-spectrum 4- if splartum-nega#ive 
antibiotic treatment 

2.3.2. Diagnosis 

2.3.2.1 Diagnostic Classifications 

Retreatment 

(see definitions in Section 1.4.2) 

- due to relapse 
Tuberculosis patients are divided into variou 

classification types based on previous case history 
- due to interruption of initial 

treatment (default) 
and the result of diagnostic procedures, includin; - due to failure of initial treatment 

sputum examinations. These classifications include: , 

Diagnosis of each class of tuberculosis is c o n k e d  
Pulmonaryforms 

after clinical examination and one or more of the 
(pulmonary tuberculosis, FTB) 

following additional tests. 

- with positive sputum smears 
- with negative sputum smears but severe illnes Sputum bacteriological test - This test is 

or conducted by medical sta f f  trained in DOTS 
- with negative sputum smears and mild illness 

Pulmonary tuberculosis affects the lungs and is thl 
most common form of tuberculosis. (See Figure 2 

for diagnostic detail.) 

procedures. Three sputum samples are collected 

at the OPD, the National Laboratory or, if 

required, at the patient's home. The three samples 
include: 

Extrapulmonarv forms 
(extrapulmonary tuberculosis, EPTB) 

- severe or 

- less severe 

Extrapulmonary tuberculosis affects parts of thl 
body other than the lungs, including the pleura, 
lymph nodes, abdomen, genitourinary tract, skin 

joints and/or bones, meninges, kidneys etc. 

. . l. 

r - sample taken on the spot at the 
' 

'health facili~,  while under supervision 

.t - earlv morninp samle  self- 

collected at home the next morning, during 

coughing efforts so as to avoid collecting 
S diva 

3 F"3T - sample taken at the health facility 

tne same day the patient collects and drops 
off their overnight sample 
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Sinc.r tuhcl-culosis is cont ; i~~c~us disc;lsc., E x t r a  

caution must be used \\;lien collcctirig tlie sputum 

samplr. '1'11i. 11rxt procedurrs shi~uld hc carefully 

fnllowed tlurir~g cirllrction: 

p SIio\v the patirnt how to givr a good sputum 

satr~ple Ijy taking ;I clrep hrcatl~ and coughing 

hard from clrep in thc inngs. 

If at all possible, have the patient ~ v r  thr sample 

\zhilr outdoirrs. If tliis is not possihle, he sure thzrt 

2.3.2.2 Treatment Categories 

Interprrtatinn or results from the diagnostic trsts 
~ ~ n d  consideratio11 i ~ f '  the patit'nt's ilistor-y m;lkrs it 

~x~s"ible to classify tlie patient h!, tuherculosis typr 

ipulmonar); rxtrapulmon;lry or rctreatrnrntj, and 

then to assign t'ach p;rticnt to a trrarmcnt catrgory 
corrrsponding to ilie most appropriacr 11-catrnent 

stratcn to be used for the indi\idnal case. 'l'hc 

11-eatmrnt rategorics are descnhi.tl hclo\l: 

thr patirnc is in ;m open, well \.cntil;rtrd roon~. 0 Category I Cases 

p Starid behind or lice away from thr patient 
patients w l~o  arr pulmon;rn. smrar- 

during thrir coughing efforts. 
positivc firr acid-Tast bat:illi OIFBi as 

If the sputum container hecomes coritaminatrd deccrminccl hy direct ~ilicnrscop): 

on the outsidc, safrly discard it a l ~ d  start ag;rin. Ne\l cases t l~at  are pulnrr~nnrv smc;rr- 

nepative hut srverelb ill. 
3 'l'ightly closc the lid of the containrr as soon as 

the prt~cedure is coml~letrd. .Ur\zr cases of scverr extrar~ulmonay 

tuberculosis. 
\%sh your hantls well crith soap and water and/ 

or if possible, rinse \\it11 alcoliol. 0 Category I1 Cases 

S ~ ~ u t u m  samples are carefully labelled and rr~isterrd Pulmonary s~near-pirsitivr patients \\-h0 
at the time i ~ f  collection at thr hospital or altrrnative rrquirc rctreatmrnt due 10: 
collection site. 'They are then dc1ivi:rrd as soon as 

possible, so as to reach the National Lahoratonr - rclapse 

within 7 days of collection of the first sample. - interruption of trc;rtmrnt (drSault) or 

A corrlpleted 1,ahoratory Sputuri~ Form fin- T B  - Sailurc of initial treatlncrlt 

In\~rsti~ation accompanies each patient's sputum 
0 Category 111 Cases 

samples. On arri\.al at tlie National 1,ahorator); each 

sample is recorded in the DOTS T B  1.abor;rtory 
paticrlts with less scvcre fhr~ms of 

Rrdstrr  hrSorc bring prornptly cvaluatrd hy thc 
cx t r~~u lmona ry  tuhcrculosis. 

laboratory technician (see Sections 2.3.2.3 and 2.6 
Tor detail). &y patients w h i r  are pulmon;rrv smrar- 

neeativc with mild illness. 
d X-rays - Chest X-rays are ordered for 

pulmonary tuberculosis suspects \vhcn additional 

inSormation is needed to confirm a diagnosis. For 

rxtrapulrnon;rry tuhrrculosis suspccts, additional 

examinations, \vhich may inclutle X-rays, are 

conducted l~ased on a recommrndation from 

tlie doctor rrgarding which organ appears to he 

involved. 

Blood tests IS additional diagnostic 

itlformation is necessary, rrlevant blood tests may 

he rrcommendcd by the doctor. 
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2.3.2.3 Summary of Specific TB Screening and Diagnostic Procedures Used in Niue 

Careful completion of the following stages of the diagnostic process cnsures thorough examination leading 
to accurate diagnosis: 

Sick patients visit the National Hospital OPD, where they have: 

I B an initial consultation with the doctor 

Patients identified by the doctor as T B  suspects (see Sections 1.3.2 and 2.3.1) then 

undergo: 

B collection of 3 sputum samples 

if necessary, other diagnostic tests including relevant X-rays 

(as shown in Figure 2) and/or blood tests 

(NOTE: To misdiagnose a patient, placing them in the wrong category, is both a waste of 

resources and a detriment to the credibility of the programme.) 

The designated nursing staff or a laboratory technician, trained in the DOTS strategy 

and supervised by the DOTS Coordinator, collects the three sputum samples as: 

b SPOT 

B Overnight 

B SPOT (see Sections 1.3.3.1 and 2.3.2.1 for details) 

The samples are: 

B carefully labelled, on the side of the container not the lid, to show the 

sequence of collection (i.e. # l  SPOT, #2 Overnight, #3 SPOT) 

b registered on a Laboratory Sputum Form for TB Investigation 

B then kept at cool temperatures until delivered to the laboratory 
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Within 7 davs of collection of the FIRST m, the nursing staff delivers the samples, 

with a completed Laboratory Sputum Form for 'I'B Investigation for each patient, to 

the National 1,ahoratory at the National Hospital. 

On arrival, thc laboratory technician: 

: checks the sample's labels 

I the cornplctcd 1,ahoratory Sputum Form rc~r 'TK In\~estigation for cach patient 

The samples are then: 

i recorded in rhc IIOTS 'I'B 1,alioratory Re,+ster 

i promptly exarnined l ~ y  tlic laboratory technician 

Results arr immediately entercd in the DOTS TB 1,ahoratory Rcgistrr 

'l'lic laboratory tecllnician then reports the: results to thc: 

i. referring doctor 

and 

; tlic NTP hIanagcr/DC)TS Coordinator so that prompt trcatmrnt ran he 

started 
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or all tuberculosis cases, a doctor, using the procedure in Figure 2, makes the final 

iagnosis and classifies T B  patients as: 

I 
+:+ Pulmonary smear-positive 

(new or retreatment) 

5. Pulmonary smear-negative 

(mildly or severely ill) 

.:. Extrapulmonary 
(mildly or severely ill) 

ased on the definitions in Section 1.4.1: 

Patients confirmed as smear-positive cases are: 

P immediately traced by the DOTS Coordinator and 

> referred to the National Hospital to be admitted for supenised treatment (refer 

to Sections 2.3.3.1 and 2.3.3.2 for details) 

Patients with smear-negative results: 

F can be given a full course of broad-spectrum antibiotics 

! IMPORTANT ! 3 sputum specimens MUST be examined at the 

National Laboratory BEFORE any course of antibiotics is started. 

> if there is no improvement after the antibiotic treatment, a second set of 3 

sputum samples is examined (repeat step 2 on previous page) 

9 if result? are still negative and the patient is still sick, he/she should be further evaluated 

at the hospital 

Patients confirmed with pulmonary smear-negative or extrapulmonary TB who are severely 

ill are: 

9 immediately traced by the DOTS Coordinator and 

P referred to the National Hospital to be admitted for supervised treatment, until 

released by the doctor (refer to Section 2.3.3.1 for details) 

I Patients confirmed with pulmonary smear-negative or extrapulmonary TB who are mildly 

I 
ill can be: 

F treated as outpatients through the DOTS Centre, under direct supenision of the 

DOTS Coordinator or a qualified nurse specially trained in DOTS procedures 

(refer to Section 2.3.3.3 for details) 
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2.3.3. Treatment 

Oncr scrrrning and assessment arr complctcd anti a tliagnosis or tuberculosis is conlirnletl, t l~e:  

doctor 

e assigns each patient to a treatment category (1, 11, or 111 as definecl in Set.tion 2.'3.2.23 

ant1 

i develops an individual treatment plan fhr c;rcli ~uhrrcul<~sis patient; 

and thc 

IIOTS Coordinator: 

i assigns each patient a unique TB number; and 

F registers the patient in the Tuberculosis Register wIii(.li is kept at tlit: D<)TS Centre 

In all three treatmcnt c;rtrgories: 

patients Sollow a strict treatment reginrn, \\-hicl1 includcs t~\-o  p1i;ises: 

i lirstlx the Intensive Phase and 

i sccondl>j thr longer Continuation Phase 

during hotll phases, patients must take daily medicatioris 

In Niue, the drugs and treatment doses prescribed as part of the 

treatment plan are those recommended by WHO and presented in 

Section 1.5 of Part 1 of this manual. 

Follo\\lng ;rrr thr detailed tl-catmrnt procednres to use with each or the tllrcc trratnirnt categories, during 

hoth Intensi\.c arid Continuation Phascs. 



2.3.3.1 Treatment Plan for all new Pulmonary Smear-Positive Cases: as well as new, Severely Ill, Pulmonary 
Smear-Negative and Extrapulmonary Cases. (Category I patients as defined in Section 2.3.2.2) 

+:. 2 months (may be extended to 3 months based on first sputum follow-up results) 

.:. Daily doses of four medications - HRZE - for the entire Intensive Phase 

It is compulsory for all smear-positive (S+) patients in Niue, to be hospitalised 
in the Medical \Vard at the National Hospital during the entire Intensive Phase 

NOTE: Only under exceptional circumstances, when approved by the treating 
doctor in consultation with NTP staff, can some patients be permitted to take the 
medications of the intensive Phase as an outpatient or from home. 

.:+ Severely ill smear-negative (S? or extrapulmonary (EPTB) patients are also hospitalised 
in the Medical Ward at the National Hospital until released by the treating doctor. 

> If approved for discharge, patients continue daily supervised Intensive Phase 
treatment from home as outpatients. 

o When the patient arrives at hospital, the DOTS Coordinator: 

> prepares a master Treatment Card to be kept at the DOTS Centre 

b delivers a duplicate copy of it to the nurse in charge of the Medical Ward at the 
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.:. 'l'lle nurse in the ward (during liospitalisationj, or tllc DOTS Coordinator ifor S- or 

EP'I'B patients, whcn approl-ed for trratmrnt from liornr): 

. . i ohsrn~rs daily swallo\~ing- of ~nrdicatiorls (7 days per week) 

i records each trcatrnrnt on tlie 'Trcatmcnt Card 

i arranges ;my furtlirr trsting rcquircd to ensure higli-quality rarr 

-:. i\lier two m11ntlis of treatment, tbvo sputum sanlplcs an Overnight arid a SPO'I' are 
scut ibr follow-up bacteriological examination. 

If results are negative, the patient is disr1iarg1-ti to start thr Coritinuation Phase 

i If results are positive, tlic paticnt remains at hospital f i r  an ;itlditional morlth of 

Intcrisi\-(: Pliasr irratnicrit as an inpatient (to a total of thrrr rnontlis). 

At tlle cnti of this third moiith, another sputulri fi~llo\r-up (&)vernight and 

SPO'l') cxzmm is donr. 

Kegardlcss of the results of' this rxanl; tlie patirnt is discliargcd to start 

tlic Continuadoll I'hnsc of treatmerit. 

*:. Il'hcn the patient is tliscliargrd from hospital iripatirnt care to start tlic Continuation 

Pliasr of trcatinrnt, thr nurse in charge of thr R'Icdical \\brd notilirs the DOTS 
Coordinator \I ho: 

i makes a duplicate copy of the patient's Treatment Card for use during- daily 

outpatient treatment (the mastrr copy al\vays remains at thr IIOTS Ccritrc) 

i vrrifirs that tlic patient's Treatment Kit will covrr the tluration of trratmrnt (sec 

Scction 1.6.4) Eacli kit is tlim stored at the liospital fix use du~ ing  tlic remaining 

trcatrncrlt 

i if Continuation Phasr trcatmcnt will he suprnisrd by a nul-sc other than the IIO'I'S 

Coordinator, the D N ' S  Coordinator orients and supervises the assigncd nurse on 

use of tlie Treatmcrit Card and Treatmerit Kit 
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.:. 4 months 

.:. Daily doses reduced to two medications - HR - for the entire Continuation 

(all necessary medication is included in the Treatment Kit, stored by the 

DOTS Coordinator at the DOTS Centre/hospital) 

.:. During the Continuation Phase, all Category I patients, who have been discharged 
from hospital by the doctor, can be treated from home as outpatients 

.:. Supenision of daily treatment takes place through the DOTS Centre located at the 

National Hospital 

+:+ Patients receive their medication daily: 

P at the DOTS Centre (for patients who can make the daily trip), or 

P at home (for remaining patients) 

Patients MUST continue to take their medication every day, being supervised for the 
entire phase as follows: 

.:. The DOTS Coordinator or the approved nurse meets with the patient to develop 
a schedule and location for the daily patient visits, preferably to cover all 7 days of 

Based on the agreed schedule, each day either the DOTS Coordinator or the 

designated nurse: 

P dispenses the medication from the Treatment Kit to the patient 

P supervises the patient swallowing their medication 

P completes the Treatment Card (a copy of which has been included in the 

Treatment Kit) 
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a During the firth month of trratment, another bacteriological follox%--up exam is 

carried out 011 two sputum samples (Overnight and SPO'I') 

NOTE: If the results of this exam are still positive, Category I 

treatment is stopped and the patient is classified as treatment 
failure. The patient then IMMEDIATELY: 

is given a new TB number 

m is reregistered in the TB Register under Category I1 
starts retreatment following the Cateeorv I1 reximen 

o "U tlie end or t l ~ :  6 month treatrncnt, if the patient has not alread?- received two 

consrcuti\.e nexativc sputum rrsults, a final sputum follow-up tcst iOvrrniglit and 

SI'OT) is complrtrd. 

O n  complrtion of treatmcnt and based on sputum exam rrsults, the patient is: 

> assigned a treatment outcome (refer to Se(:tion 1 - 1 3 )  \vliicll is documrntrd in tlie 

'lirherculosis Register 

Patir~its diaglioscd as smrar-positive wlio became smear-tieptivc at, or one 

month hefnrc, tlic completion oC treatmcnt and \vho also tested smcirr- 

ncgative on at least onc prc\iot~s occasion, arc documented as cured. 

Patirnts diagnosed as smcar-positivr \\ha iia\,e complrtrd all treatment 

hut without thc smear rrsults at tlie end of treatment as proor of curc art: 

do(:utnented as treatment completed. 

Patients diagnosed as smear-negativc who have completed all treatmcrit are 

dorurnrrrt as treatment completed. 

i discharged from care 
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2.3.3.2 Treatment Plan for all Smear-Positive Retreatment Cases; due to Relapse, Treatment Failure 
or Interrupted TreatmenVDefault (Category I I patients as defined in Section 2.3.2.2) 

Treatment for Category II patients follows the same format as for Category I except . , 

for duration and drug regimen. In summary, treatment includes: 

.:. 3 months (may be extended to 4 months based on first sputum follow-up results) 

.:. Daily doses of: 

b five medications - HRZES - fbr two months followed by 

b four medications - HRZE - for one month 

a:. Compulsory hospitalisation as an inpatient in the Medical Ward at the National 

Hospital for the entire 3-4 month Intensive Phase 

- .  
- .  

- 

When the patient arrives at hospital, the DOTS Coordinator: 

prepares a master Treatment Card to be kept at the DOTS Centre - 

b delivers a duplicate copy of it to the nurse in charge of the Medical Ward at 
- ~ 

NOTE: O n h  under exceptional circumstances, when approved by the treating 
doctor in consultation with NTPstajJ can somepatients bepermitted to take 
the medicatiom of the Intensive Phase as an outpatient or jom home. 
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o 'The nurse in the ward: 

; observes daily s\vallowing of n~edications (7 days per week) 

; rt:cords each trcntmcnt on the Treatment Carcl 

i arranges any further testing requircd to ensure hig11-cluality care 

.:. Follow-up bacteriological examination of t\vo sputum samp1c:s ~@vernight 

and SPOT), artcr. thrcc mr~nrhs of treatmcmt 

, If results are negative, the patient starts the Contirru;~tion Phasr as all 

out1)xtirnt 

L If results are positive, Intensive Phase trratlnent and hospit:rlisation arc 

rxtcndcd for one mire month (to a total of' fhur months), fbllo~vcd hy an 

addition;~l sputum follo~v-up exam 

-:. At thc c l ~ d  of inpatient care, the nurse (ion the warcl must notify the DOTS 

Coordinator so that fo r~~ia l  nrrangcments c m  bc matle fix the rernnining 

treatment. 

-:. \\.he11 the paticr~t is dis(:harged, their master Trratment C;ud remains at t l ~ c  L)C)TS 

Ccr~tre and the DOTS Coordinator: 

; niakrs a duplicate copy of the Treatment Card Tor usc dui-ing daily 

outpatient trcntmcnt 

i vcrifics that the Treatment Kit will covcr the duration or trcatmrnt (see 

Section 1 .(j.4) Each kit 111ust be stored at the hospital Tor usc du~ ing  the 

remaining trcatmrnt. 

i if Continuation Phasc treatment \vill be sul~cnised by a nursc other than 

thc DOTS Coortiirrator. the UOTS Coordinator orients and super\-ises the 

assigned nursc on use of the Trcntmcnt Card and Trcatmcnt Kit 
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.:+ 5 months 

+:. Daily doses reduced to three medications - HRE - for the entire 
Continuation Phase 

(all necessary medication is included in the Treatment Kit, 
stored by the DOTS Coordinator at the DOTS Centre/hospital) 

During the Continuation Phase, once discharged from hospital by the doctor, all 
Category I1 patients can he treated from home as outpatients. 

a Supenision of treatment takes place from the DOTS Centre located at the National 

Hospital under supervision of the DOTS Coordinator 

Patients receive their medication daily: 

> at the DOTS Centre (for patients who can make the daily trip), or 

at home (for remaining patients) 

As with Category I patients, Category I1 patients MUST continue to take their 
medications every day (7 days per week), under direct supervision of the DOTS 
Coordinator or a designated nurse. 

The coordinator or nurse: 

P develops their schedule of daily patient visits 

P dispenses the medication from the Treatment Kit to the patient 

P supervises the patient swallowing their medication 

completes the Treatment Card (a copy of which has been included in the 

Treatment Kit) 
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slx~tuln samplc (Ovcr~iiglit and SPUI') is carried out. 

-:+ A final sputum fi)llo\\;-up test on two sarnples (Ovcrniglit and SPOI') is cornpletrd 

at the end or  tlrr 8 month trcatmcnt for patients not ).et ha\-ing two ~.onsccutive 

nrgative resnlts. 

.:. O n  rolnpletion of trcatmcnt and based on sputum rxarn rrsults, tlie prticnt is: 

. . i assigned a trratment outrornr (reSrr to Sectioli 1.4.3) whirh is documrntetl in 

the T~ihrrrnlosis Re$ster 

Patients diagtiosed as smcar-positivc who hrcarnr smrar-rirgativc at, or 

onr month helbre, the colnplction of trcatmrnt and who also tested smear- 

nrgatiw on at least onc previous occ;lsion, arr documrrircd as cured. 

Paticlits diagnosrd as smear-positive \v110 have coniplcted all trcatmmt 

hut ~,itlront the smear results at thr rnd or treatrnrnt as proof of cure arc 

documcntcti as treatment completed. 

i dischargrd fh)lii care 
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- .  

2.3.3.3 Treatment Plan for new Pulmonary Smear-Negative and Extrapulmonary Cases who are Mildly Ill 
(Category I l l  patients as defined in Section 2.3.2.2) 

- .  
a:. Daily doses of three medications - HRZ - during the 2 month Intensive 

followed by 
- .  

+:. Daily doses of two medications - HR - during the 4 month Continuation 

+:. After diagnosis, which occurs at the National Hospital: 

> the DOTS Coordinator arranges treatment with the referring doctor and 

an individualised Treatment Card for the patient 

a personalised Treatment Kit. This kit must be stored at the DOTS Centre/ 

OPD where treatment is monitored 

returns home 

receives medication under direct supervision of the DOTS Coordinator or . 

an assigned nurse 

! REMINDER !: Medication must be taken DAILY d u n q  the entire 

six-month treatment. 
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I f  facilities and resources permit, it is  very stronelv recommended that the 

DOTS Coordinator, or an assigned nurse 

a:. dispenses tlie rnctlic;rtion from the 'l'rcatment Kit to the patient all 7 days o f  the 

week 

.:. supervises the patient swalli~wiiig their medication 

-:* completes the '1ic;rtment Card tllroughout thr cr~tirc 6 month trt.atmcnt 

I f  case loads are extremely high, the following alternative could be  followed 

during a limited period when there is  a shortage o f  s taf f :  

.:+ 'The DOTS C:oordinator or assignrd nurse, snpcnisrs thr paticnt s\v;lllowing thcir 

d;~ily mediratioli at least 5 days per week. 

.:* On the 5th da)c t l ~ c  patient is givrn mcdication to covcr tlie 2 remaining days of the 

weekly trratmcnt. 

-3 The patirrit sclf' aclministrrs their treatment on thcsc 2 remaining days. 

It is very important tliat during thc ~icxt supen.ised\isit, thr patient report to the 1lOTS 

C:oorclinator or t l ~ c  assigned riurse ~vhethrr or not thcy s\vallo\ved all mcdication Tor 

the 2 self-administrred days so that tlie Treatment Card call be (.orrrctly coniplctcd. 

NOTE: If this alternative is necessary, the coordinator or nurse 

should identify and train additional community volunteers 

as treatment partners (see Section 1.6.5) to help provide the 

strongly recommended daily observed treatment. . 

Sputum follo~+-up exams are not required for Catrgory 111 patlrnt~.  

On  complction of' the 6 month  treatment, tlic pntirnt i ~ :  

i assigned a treatlliclit outcome (refcr to Section 1.4.3) \vhicIi is documented in the 

'ILherculosis Resister 

I discharged from ['ire 
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2.4 Anti-TB Drug Availability 

The NTP Manager in conjunction with the DOTS 

Coordinator ensures that all drugs required for 

'TB treatment of patients in each of the diagnostic 
categories are available through the central 
pharmacy located at the National Hospital. The 
pharmacy should maintain adequate stock 
so as to be able to easily dispense necessary 
supplies to the DOTS Centre or the Medical 
Ward at the hospital on an as-needed basis. 
It is the responsibility of the DOTS Coordinator, in 
conjunction with the pharmacist, to monitor stock 

levels and use-by dates and to place orders in a timely 

manner so that adequate stock is maintained. In 

addition, laboratory stock, including reagents, must 
also be monitored to ensure adequate supply 3 

In Niue, all tuberculosis patients start their treatment 

by being registered through the DOTS Centre. After 

any inpatient care, when a patient is discharged from 
the ward at the hospital to continue thrir treatment 
from home, he or she is allocated a Treatment Kit 

containing all necessary medications for the entire 
durationof the treatment (refrr to Section 1.6.4). This 
Treatment Kit is then held at the DO'I'S Centre/ 
1Yational Hospital, where the patient is treated, 

so that dispensing of medications can be directly 
supervised and treatment progress monitored. 

2.5 Case Management, Monitoring and Assessment 

Niue is committed to the overall implementation 
of the DOTS Strategy which, as noted in Section 

1.2.1.3, consists of five key elements. One of these 
elements requires DOTS programmes to use a 
"standardised recording and reporting system to 

monitor patient progress". Such a system has been 
implemented in the country's programme so that, 
as described earlier, all staff and facilities have a 
part to play in the comprehensive management of 

each patient's diagnosis, treatment and follow-up. In 
summary, the monitoring system is made up of the 
following components. 

m Patients exhibiting symptoms of tuberculosis are 

referred to the hospital's OPD for evaluation of 

their condition. During this assessment, diagnostic 
tests, including microscopic examination of 

sputum samples, are conducted. Strict collection 

and delivery procedures are followed to ensure 
that the quality of the sample is maintained. 

All sputum smear-positive results are immediately 

reported by the laboratory trchnician at the 

National Laboratory to both: 

the referring doctor and 
the DOTS Coordinator 

Prompt follow-up contact is made with the 
patient to discuss assessment results and to make 

a diagnosis. 

As soon as diagnosed, the patient is given a TB 

numbcr and registered. Details of diagnostic 

results, treatment, follow-up and outcomes are all 

documented in a single section of the Tuberculosis 
Register so that individual progress can be easily 

verified. 

Each quarter, the numbers of cases diagnosed 

in that quarter are documented, verified by the 

DOTS Coordinator and NTP Manager, and sent 

in a formal report to SPC and WHO. 

For Category 1 and I1 patients, the Intensive 
Documentation occurs at each step of the Phase of treatment takes place as inpatients at the 
assessment process to ensure efficient tracking. Hospital under direct daily supervision 
(Refer to Section 2.6 and Figure 5. )  by a nurse in the Medical Ward. 
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Once ~lisc1i;~sgrd from irlpaticnt rare, the paticr~t incrrast.~ the likelihood 0 1  sr1ccessS~11 trra(m~.nt 

continues to l,? sern hy the DOI'S C:oortiiiiator, ;md dccrcnsrs the risk of' default prolrlrms 

or ;l drsignntcd I I~I - se ,  se\,en days pcr \wek (a cmcrk~ng. 

]cast five days per cvcck firr Category 111 patirntsr 

Tor thc tluration oS trcntment. 'To monitorpatientprogrcss tlirougl~out treatment 
and to ditrrmine \vlietlier ;l patient has l,ren 

I tllv rnt i r r  treatment pci-iod, daily direct "cur~~d"; follo\v-up sputnrn examinations are 

otjsr:n.ation of clrug s\mllo~ving iDO'l'j is rrcordetl carrird out based on the sclirdule in '1Bt11t: 3. 

on t l ~ c  p;~tirnt's indi\idual 'l'reatmcnt Card. 'l'liis 
71 

Table 3: Details, including Timetable, for Monitoring Patient Treatment in Niue 

Details of each patient's progrrss arc regularly If a patient interrupts treatment to move to 

cross-chcckcd hv the IIOTS Coordir1ato1- (a  ariotl~cr location, a completrd '1i1bcn:ulosis 

minimum of' once per quartrr). .Any identified Rcferral/Transkr h r m l  includi~~g detailet1 

discrrpancics are addrrssed immrdiatrl?. trratnlrrlt status, is sent to the new treating * .'l' <l< l 1ty 

Collected at the end of the Continuation Phase ONLY FOR 

those patients still producing sputum who have not yet had two 
consecutive sputum smear-negative results. 

Both patient treatment and DUI'S pmgrammc 

rfficirncy arc also monitor.cd h) h-TI' arrd/or 

Ministry of Hralt l~ star[ during supervisory 

\isits. 'l'llis ensures that treatmrnc is suprrvisrd; 

Treatment Cards arc up to datc and tlie 

owrall DOTS operation is running smoothly. 

Supcr\:isor)/~l~o~iitoring visits take place as 

crutlined on thc ncst page in Table 4. 

\Vhen a patient cornplctcs treatment, the 

treatment out(:ome is documented, verificd i-~y 

the YI 'P  RIdn:rgrr/DOTS Coordinator and 

rccordcd, along with outcomes Sor the rcmaining 

patients in thc col i~~r t ,  on thr fi~rmal quarterly 

report. This report is thrn srnt to SPC and 

\\'H(), 

6-month 

treatment 

(;i\:en thc continuity of monitoring that takcs pl;rce 

\<ith tuberculosis patients, there is a high likcliliood 

that trcatmcnt will be succcssfill. 

8-month 

treatment 



Table 4: Timetable and Purpose of Monitoring and Supervisory Visit: 

ISORY CONTACTS I 

The DOTS Coordinator should make weekly monitoring and supervisory visits t 

m the Medical Ward at the National Hospital 
m the laboratory 

m the central pharmacy 
= patient's homes (for patients taking or receiving.treahnent in their homes) 

P During these regular visits, the DOTS Coordinator meets with clinical doctors 

hedth staff, laboratory and pharmacy staff and, when necessary, sees individual 
patients in order to: 

With patients: 

m share necessary information and offer support 
m check that daily treatment doses are taken and recorded 

evaluate progress 
m monitor any problems 
= follow up on any defaulters or patients failing their treament 

review DOTS programme procedures used for case detection, screening, 

diagnosis and treatment in order to confirm programme compliance 
= collect necessary data 
= ensure that the overall DOTS operation is running smoothly 

monitor any problems 
update Treatment Cards 

m monitor and cross-reference the TB Laboratory Register with the 

Tuberculosis Register 
deliver supplies 

m ensure adequate stock of anti-TB drugs 

as needed, provide ongoing training and supervision to Ministry of Health 
staff involved in the DOTS programme 

The DOTS Coordinator dso directly supervises the work of any designated 

nurse and/or beament partner assigned to observe and monitor a TB patient's 

treatment. 

R During regularly scheduled visits to monitor public health services, the NTP 
Manager can, when requested, follow up on any DOTS-related matters. 
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Summary of Patient Registration and Record Keeping 
I\ Sub Rrqional 'l~uhcrrulosis \\hrkshop 011 Data 

hlarrage~nent \\as organised by SI'C: anti llcld il l  

Nnunien, Nrw C:alednnia finm 29 Septrmhrr to 

3 October, 2003. At tlie \vorkshop, representatives 

mct to rcvisc cxisting rccortl-keeping forms hasctl 
on country nrrds. It \*as a r r c i ~ t ~ ~ m r t i d a t i ~ t ~  ~ J I '  tlir 

participants, inc.luding rrprrsmtati\.rs from Niur, to 

adopt tlir nrw l i ~ r ~ n s  so rliat tlierc could be starrdartl 

rrpnrting among thr PICTs that work wit11 tlir SPC 

'luht:rrulosis Contn~l  Section. 'l'hrse firrms arr 

drs~.rihrd l~rli~w. 

2.6.1. Laboratory Sputum Form for TB 
Investigation 
(refer to Annex 6, SPCITUB 01) 

'I'lif. 1,ahoratory Sputum Form fhr T K  Invrstigation 

pro\ides patient inibrmation necessary for tracking 
during sputum rxaminations, both diagnostic and 

f ' t l l - p .  I11 Niue, whenever a patient's sputum 

samplrs are rollrctrd, a ~~~~~~~~~~~y Sprrtum Form 

is complctetl tjy tlic referring doctor or 1)O'l'S 
Coordinator and s u ~ t  wittr the samplcs to tlic 

la1jor;ltor); at thr: National Hospital. 'l'licre, nrcessary 

information is recorded in the TB Laboratory 
Register before slides arc prepared and tcs t in~  occurs. 
Results arc hrnially documented on the Sputum 

Fi)rni hy the laboratory staff and tht:n entrred in the 

2.6.2. TB Laboratory Register 
(refer to  Annex 6, SPCITUB 02) 

, 7  

Ilic TB 1;ahoratoiy Rcqistcr is an important 

cotiil~onent of the national tuberculosis information 
systcm. Fnr monitoring ptrrposcs, i t  prn\i<lcs n li~rmal 
rccorti of thc ni~rnhri-s of' tuhcrrulosis suspr~.ts. 

I t  also ;tllows for tracking the number of sample? 
being cxatnincd for diagnosis (three snmplcs! and 

during fbllow-ups (twir sampli:s f i r  ra~:h]. l.'urthrr, 

acrnratr rirmplrtiirii of this rr,+strr gi1.e~ a drtailrd 
rerortl or the results of rac11 sputum examination ihr 

cad1 pati'nt. 'l'tirse results arc: critical indi(.ators for 

dctcrininirig a specific tliagnosis a ~ l d  for monitoring 

treatment. 

\\71icn sputum samplcs arrivc at the lahorator): 

tlic lab tccliliician conipletes tlic lirst part or tlic 

register using information frorn tlie accompanying 

I.al>~rratory Sputum Fc'i,rm fill- I'K In\.cstigation. 

'Tlirn. as soon as tliey are knoun, trst rrsults arr 

rrqistrred hy tlir lah trclinician, who also notifies 

tlie DOTS Coirrdinatnr of all rrsults so tliey (:;m he 

crosr-rckrcnccd in the 'l'uhcrculosis Ke,+ster. 

Regular cross-cl~rrki~lg hy the DOTS Coordinator 

should be done hetween tlie 'l'E 1.ahoratory Register 

and the 'luherculosis Register to ensure con~patibility 

of information in tlie two registers. 

T B  L;~horatory Krzister hefirrr notification is $ven Strict ol.~scn-ation of laboratory codes regarding 
to the referring tloctor and tlic UCYI'S C:oordinator. 

qrnrral safety and confidentiality shnuld hr rnfijrcrd 
In rases of stnrar-positive results, the rrferring ' 

ant1 maintained at all times. 
doctor atid the 1)O'I'S Coordinator are imnirdiatrlv 
iiotifird t ~ y  tc lc~~t i~rnc so as to prcvcnt an?- t11:lay in 

starting trcatmcnt. 

In addition to giving important patient itilhrmation 

and test results: tlir Lahnratory Sputum Fnrm can 

also be uscd firr monitoring tlir cfficicnry of tlic 

laboratory service. This is possible hecause the dates 

rrcortled on tlir fbrrn demonstrate liocv iltricWy each 

stage of tlie process is coiiipletrd, thus pinpointing 

lvlirrr any internal breakdown may he ir<:rurri~~g. 

2.6.2.1 Monthly Case Summary 

'Another important recommrndatiirn that was madr 

at tlie Sob Reqinnal 'li~l~ri-culosis l\i)rksl~irp on Data 

.\~lanagrment \vas f i r  tlic laboratory staff to complete 

a Monthly Case Summary. This Casr Summary data 

can he used to: 

monitor tlir quality of the tcsti~igt>cingpcrforrncd 

so that adequate suprnision can he planned to 

ensure efficient trsting practices; and 

make it easier to prepare the Quarterly Report 

011 Case-Finding, since some niontlily totals will 

;rlready h;nr hccn calculated. 



month. In Niue, this Monthly Case Summary is 

At the end of each month, the monthly case summary completed by a TB lab technician and verified by the 

data should be tallied and, for ease, written directl! laboratory supervisor and/or DOTS Coordinator. 

in the TB Laboratory Register in a space createt 

between the last patient name in the month being ' The data to be compiled is shown on the following 

summarised and the first patient name of the next II summary sheet. 

Monthly Case Summary . 

Part 1: Number af Patients 

Number of TB suspects whose sputum was examined for diagnosis 

Number of these suspects diagnosed as smear-positive 

Number of TB patients on treatment whose sputum was examined for follow-up 

Number of these patients whose follow-up result was smear-positive 

Part 2: Number of Specimens Submitted for Diagnosis 

Number of TB suspects who submitted: 

3 specimens 

2 specimens 

1 specimen 

% of suspects who submitted 3 specimens for diagnosis 

! NOTE ! For Part 2, coocnt only the number of specimns swbPnitted 
for diagnosis. DO NOT inclde  follow-ups. 

In qualib DOTSprogrnrne4 i%e r e c m m d e d  target is for greater eP. 80% of suspeck to h e  3 specimens exmined 
for diagnusi- 

> .  > .  

Part 3: Specimen Results 

Total number of specimens tested 

Number of specimens testing as: 

3+ 

2+ 

l +  

scanty 
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2.6.3. Tuberculosis Register 
(refer to Annex 6, TUB 03) 

All patients 011 'I'K treatment must hr. rcgistcred in 

tlir Tr~herciilosis Kcgister that is kept ;rt all tiirirs 

at thr L>OTS Centre. Otice a patient is di;rg~ioscd, 

the 1)OTS C:oi)rdinator assigns a TK numhfxr and 

rcgistcrs tlir patir~it. The L)OI'S Coorcii~~nti~r is also 

responsible fix regularly updating thc rcgistrr and 

cncuri~ig tliat all data rntrrrd is accurate. 

,Also, on a regular hasis thc 1)OI'S Coordinator must 

cross-check the Tuberculosis Rekistcr \\;ill1 the TB 

1,;rhor;ito~ Kcgistrr to rnsurr that ;l11 tul)crcnlosis 

casrs arc cntcrrcl in the TK Krgistrr arid arc being 

trr;itcd. 

under a neu! dism.\e rla.ssificalion and lrratment categoij and 

~ . L # P I I  a tiez' 'XB number; r.g a patirnl z:lzojiiir (,::17E(;OR2 

I because 111~ .rpulum .onear i s   till pusitiue at //ze end ofJil:e 

month.r, must be rere~istered a.\ a b-ealment fflilure under 

(:-1'Xb.'GOK?"Il. ,@z.en a nezr' 7 B  nilnzber nnd reprl,nrt(>d as n 

In orclrr to make quarterly rrporting r;rsirr. it is 

suggested thar a rrd line he drawn to separate each 

cluarter. For tlir first quarter, the line should he 

dra\v~i bct\vcc~i the last casr rrgisterrd in .\larch 

;ind the first case registered in April; for the sccond 

quarter, het\vrcn tlie rnd of Junc ;md tllc l~egi~ining 

or ,July; for the third qnartrr. hct\vccll September 

arid Octoher; and fix the fi~urth quarter. between 

1)ecrniher andJanuary 

2.6.4. Tuberculosis Treatment Card 
(refer to  Annex 6, SPC/TU B 04) 

At the time of each patient's registration in tlir 

DOTS programme, tlie 1)C)'I'S C:oordinator crrates 

an original master copy of the 'l'rratmmt Card for 

the irrdi\idual patient. This master col,)! is kept at all 

tinies at tlie DOTS Crntre and is used to document 

directly obscncd treatment (DOT) fix thr duration 

of tlir patient's care:. Duririg trt.ntnirnt, master and 

duplicate copies of thc 'Treatment Card are used as 

follows: 

Iluring Intrnsi\-c Pl~ase hospicalisalion ;rt t l ~ c  

National Hospital, daily trr;ltmmts are recorded 

by tlic n.arr1 liursr on a duplic;rte copy CIF  clic 

master Trratmrnt C:;rrd. 'l'his duplicate copy is 

krpt in tlie Medical Ward. 

During any C:ontinuation Phasr: trcntnicnt 

c.i~nducted by tlie 1)(3'1'S Coortiinator tlirougli 

the DOTS Centrc, daily treatments are recordcd 

directly on tlie mastcr cony at tlie 1XYl'S Centrr. 

For any patient who has their treatment rnonitorcd 

by a designated nurse under supenisiorl of thc 

110TS Coordinator. atld adrninistrrrd tlir~jugli 

the 1)C)'I'S Centre, one dur~licate copy oC tlir 

mastcr Treatment Card is madc hy the 1)OTS 
Coordinator. 'l'his duplicate is includcd it1 the 

Treatment Kit tliat is nsed by the nurse \vho wil l  

dirrctly administrr,i~lcorlsultation with tlie 11CYI'S 

Coordinator, the ohserved treatnirtit (DOT) to 

the patient. 'l'lie tluplicate Trratment Carcl stays 

uith the Treatment Kit at tlic DO'I'S Centre/ 

liospital wllcrc trcatrnent is bring admi~listcrcd. I t  

is the responsibility of' the assig~icd nurse to rrcorrl 

rach daily trcatmcnt that they personally o h s c ~ ~ c ,  

as \vcll as ally treatment thar was ohscned and 

rrported by a trr.;rtnicnt partlicr h r  this reason it 

is compulsory tbr ally treatment partner, \vho helps 

monitor 'I'K treatment from home, to rrport i:a(:li 

o b s c ~ ~ a t i o ~ ~  fhr inclusion on thr Tt-e-eatmc~~t Chrd. 

Tlic dcsig~iatcd nurse who directly observes each 

treatment iiiust report regularly to the DOTS 

Coordinator so that the master copy of the patient's 

'T'reatmrnt Card can 1)c updated to show ;ILL 

treatnienc. This rrporting can take placr during 

regular supcnisory or monitoring \isits. 

Al l  patient details .slzould be completd, and disease 

clnssificatzon and sputum rerul1.r should be entered i f  ille data 

il- az!nilable. 'firatnzent categories andpresciibed doses must be 

indicated witlz a cross (X) in the appropriate boxes. 7112s ir tlze 

r~sponsibili@ of  the DO'XS Cbordinator and takes place as 

soon as the patienl aniue.7 at ho.rpital to begin kcalment f i r  

(,flte,goy I and I 1  ruses), or as soon as diagnosed f i r  Cotegoy 

111 cflses). 
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Recording Treatment 

Treatment recording is divided into Intensive Phase 

(first 2 or 3 months depending on diagnostic category) 

on the front of the card, and Continuation Phase 

(last 4 or 5 months) on the back of the card. 

Daily treatment is entered in each box using a tick 

(d) when the swallowing of the drugs is directly 

observed (DOT). In Niue, DOT is completed as 

described below. 

During Intensive Phase inpatient treatment at the 

National Hospital, the nurse in the ward provides 

direct observation (DOT) daily and records it on 

the duplicate copy of the Treatment Card. 

During the Continuation Phase of treatment, 

the patient is seen daily by either the DOTS 

Coordinator, an assigned nurse trained in 

DOTS or by a treatment partner working under 

supervision of the Coordinator. During the visit, 

which takes place either at the DOTS Centre/ 

National Hospital or at the patient's home, 

medication is dispensed and swallowing is directly 

observed. 'The DOTS Coordinator or the nurse 

completes the Treatment Card for each directly 

observed treatment. Any treatment partner who 

helps deliver treatment keeps their own record 

of each observed treatment and reports it to the 

DOTS Coordinator or nurse during the next 

visit to the DOTS Centre/National Hospital. At 

that time the coordinator/nurse completes the 

Treatment Card based on the report from the 

treatment partner. 

On a monthly basis, the DOTS Coordinator 

should ensure that the master copy of the 

Treatment Card (held at the DOTS Centre) 

is updated with any data from the duplicate 

Treatment Card that was compiled as a result of 

home based treatment. 

In cases when treatment is not directly observed, the 

following codes are used on the Treatment Card: 

A dash (-) is used for days when medication has 

been given but swallowing of the drugs has not 

been directly observed. 

A zero (0) is used if no medication was 

swallowed. 

In order to alert the supervising DOTS Coordinator 

or nurse and thc patient to the date of the next 

required follow-up sputum examination, that exact 

date on the Treatment Card is outlined in red. 

2.6.5. Tuberculosis Referralnransfer Form 
(refer to Annex 6, SPCITUB 05) 

Referrals of patients who move from one DOTS 

Centre to another must be well defined and closely 

followed to prevent unnecessary treatment default. 

Therefor?, "transfer out" to another country, 

particularly for patients on treatment, should be 

clearly rrported (to the physician abroad if such 

information is available, or alternatively, through 

embassies or foreign affairs services) and well 

documented to ensure treatment continuity and 

completion. 

If apatient leaves treatment in Niue to travel overseas, 

either temporarily or permanently, the Referral/ 

Transfer Form is completed and forwarded to the 

new treating facility Two additional copies of the 

Referral/Transfer Form are distributed as follows: 

one is kept by the DOTS Coordinator at the 

DOTS Centre; and 

one is sent to the NTP Manager. 

The bottom two sections of the ReferraVTransfer 

Form are to be completed by the new DOTS Centre 

and returned to the referring DOTS Centre as 

directed on the form. 
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Figure 5: Summary of the Path of Patient Registration and Record Keeping for the DOTS 
Programme In N ~ u e  

Diagnosed Treatment Card (master copy) 

/------ 
TB Patients -----)prepared and kept 
entered in the at the DOTS Centre; 

// Tuberculosis duplicate copy used 
Register in hospital 

Results of lab exams \ 7 
At discharge, duplicate 

documented in the Treatment Card 
TB Laboratory Register (copy of master) 

Counted on Quarterly prepared by the DOTS 
Report on TB Case Coordinator for use 
Findings for quarter during remaining 
when diagnosed. treatment 
Report sent to SPC 
and WHO for regional 
surveillance 

Receipt of samples at 
the lab registered in the 
TB Laboratory Register 

4 

Patient n 
I Identified as 

Tuherculosis 
Sputum samples sent to lab with 
Laboratory Sputum Form 
For TB Investigation 

Treatment Card 
completed daily 
during treatment 

Laboratory Sputum Form 
for TB Investigation 
sent with each 
follow-up sample; 
results entered on the 
TB Laboratory Register 

Tuberculosis 
Register updated to 
show follow-up exam 
results and treatment 

Report sent to Reported on Quarterly outcome 
SPC and WHO Report on Treatment 
for regional t---- Outcomes when treatment 
surveillance ends (see section 2.7.2) 
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2.7 Regional Reporting of Case Findings and Treatment Outcomes 

In order to monitor trends at the national level for registered in each quarter. It is based on information 

planning purposes and to aid in the surveillance of contained in the Tuberculosis Register that has been 

tuberculosisat regionalandgloballevcls, thefollowing cross-checked with the TB Laboratory Register. The 

quarterly reports are completed and submitted. report is completed by the DOTS Coordinator early - .  

in the first month following the end of the quarter . . 

being reported as follows: .. 2.7.1 Directions for Completing the 
Quarterly Report on Tuberculosis 
Case-Finding 
(refer to Annex 6, TUB 06) 

The Quarterly Report on Tuberculosis Case-Finding 

is used to document the numbers of tuberculosis cases 

1 1 January - 31  March 

2 1 April - 3 0  June 

3 1 July - 3 0  September 

4 1 October - 31  December 

The report is divided into two sections: the top section 

fbr reporting totals of all cases, and the bottom 

section for reporting a detailed breakdown of new 

smear-positive cases by age group and gmder. After 

completion of the report, it is the responsibility of 

the DOTS Coordinator to share the report with the 

NTP Manager for approval and then to send one 

copy of the report to the SPC Tuberculosis Control 

Section, with a second copy to FVHO. 

Early in April 

Early in July 

Early in October 

Early in January 

-. 

Data reported in the Quarterly Report on - 
Tuberculosis Case-Finding is then used to calculate 

the Niue notification rate. This is important both for 

national monitoring of the burden of TB and fbr 

making comparisons with regional and global rates. 

Notification rates are calculated as follows: 

Notification rate for all types of TB = 

(total number "all typesn TB) t (total current country population) X 100,000 

Notification rate for sputum smear-positive (S') cases = 

(total number S+ cases) + (total current country population) X 100,000 
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2.7.2 Directions for Completing the 
Quarterly Report on Treatment 
Outcomes 
(refer to  Annex 6, SPCITUB 07)  

In ordrr to mrasurt. tlic success of a 1)Ol'S 

programnir, the rrut(.omcs of treatment must he 
rliorlitorctl clr~scl): Recording thrse outcomes on 

the Quartcrly Rcport form provides the foi-mal 

docuinrntation ncccssary for this rnonitoling at all 

levels. 

The Quarterly Report on 'Iiratmcnt Outcomes is 

cornplctcd hv t l ~ r  DOTS C:oordilratrrr t11 r t p r t  ihr 

outcomes of tn:;ttmcnt for all new spntnnr smrar- 

positive, retreatment smear-positive, nr:w sputum 

smear-negative and extra~~ulmonary '1'K rascs: nsi~~e; 

the \VHO definitions of "trcatmcnt outcomes" as 

prrsrntrd in Srction 1.4.3. The ?uhrrculosis Rcgister is 

again usrd to collect t l~c  necessary data for this report. 

Reporting occurs early in thr first month firllo\\ing 

tlic crid of tlir quarter that is being reportcd (e.g. 

tlir report tbr the first quartcr is sul~niittrd rarly in 

Llpril). h s  a "tr~:atmcnt outcome" is assignrd after 

treatment is complrted, the numhrrs hring rrportcd 

are for TB patirnts who 1i;rvr alrr;tdy complctcd 

tlicir trratrnrni. Tlierrforr, this iliuarterly rcport c;rn 

only he done \\-hen cvcry single patient in a givrn 

quartr:r's cohort has complctcd tlirir treatmrnt. Tlir 

rcport rnust I,e con~piled and sent \vithin the two 

nerks following the end of that qu;~rtcr. 

'l'llc best way to determine who to include in each 

report is to rcfcr to the 'lirberculosis Rr,gistrr and to 

mark rach quarter as 3 scparatc group (cohort) of 

patients, d r a w i n ~  a red line brtwrrn each rluartrr as 

described ilbovc at tlic crid of Section 2.(i.3. Then, 

m~rnitor tlir col~ort until the last or the patirnts 

finishes their trcatmrnt. Following is an ex;~mplc: 

For the cohort of case? rr+trrrd in (luartcr 1,2005 

( l  Januar) - 31 llarcli): 

some other l~ntie~lts nligllt rlld ihrir trratnient 

clue to deijult in (2uartf:r 2 

Becausr Catrgon I1 patients in tllc Qu;rrtcr I cohort 

were the last to complrtr tlirir trratmrnt (in Quirrtcr 

4), treatment ontr.omes firr ALL cases who \\-ere 

rrgistercd in Q~larter 1 ;  "05 \\.ould br rrportrd. on 

a separate Sl'C/'I'IJB 0 7  form Snr Quarter 4, and 

submitted in early January 2006 (the lirst month 

fbllowing the end of treatment for thr last of' tlir 

patients in that cohort). 

Oncc completed, the Q~rarterly Krport 011 'l'rratmcrit 

Outcollies is ;lpprovcd hy the STP Rlariagrr and 

srnt hy tlic L107'S Coordinator to both tlir SPC: 

'lub~:r~:ulrrsis Co~itrol Section and \VFIO.  

Data reportrd in thr Quartrrly Kcport on 'lieatmcnt 

Outcon~csis then used to calculate tlir Niur tn:atmrnt 

succcss ratr. This is important both for rlatio~ial 

monitoring of' tlir sn(.crss of the DOTS prograliirne 

and for tleterlnining if' tlir rrgi~rnal target of an 85?/o 

suc.cc.ss ratr has been achieved. 

C:ategory I patients (6 mo. treatnicnt) will 

cornpletr thhr treatment in Quarter 3 

most Catrgcrry I1 patir:nts (8 mo. treatment) 

complete their treatmrnt in Quarter 4 
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The treatment success rate (in %) is calculated by adding the prrrrntage of patients "cured and the 

percentage of patients "treatment completed" in any sputum smear-positive subgroup as follows (see Srrtion 
1.4.3 for definitions of "cured" and "treatment completed"): 

+ For new smear-positive (S ) cases: 

('10 new S+ patients "cured") + ("10 new S+ patients "treatment completed") 

+ For retreatment smear-positive (S ) cases: 

(% retreatment S+ patients "cured") + (% retreatment S+ patients "treatment completed") 

For total smear-positive (S+) cases [sum of new S+ and retreatment S+ cases]: 

(% total S+ patients "cured") + (% total S+ patients "treatment completed") 

No. 

Cured 12 

Treatment Completed 2 

Treatment Failure 1 

Died 

Treatment Interrupted 
(default) 1 

Transfer Out 

TOTAL 16 

Includes both new and retreatment 

% No. I % No. 

mear-positive cases 

Then, using the above formulas: 

The treatment success rate for new smear-positive patients would be: 

'10 new S' "cured" (75%) + % new S+ "treatment completed" (12.5%) = 87.5% 

) The treatment success rate for retreatment smear-positive patients would he: 

The treatment success rate for total smear-positive patients would be: 

Similarly, treatment completion rates can be calculated to monitor outcomes for sputum smear-negative 
and extrapulmonary patients. These rates are also calculated as percentages. 
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Ongoing Quality Assurance of Microscopy Services 2.8 

Givrn ilia( rxaniination of sputuni samples t)y dircct 
rnicroscopy is thr kry to diagnosing tuhcrrulosis in 

1)UTS programmes, it  is essential tlmt N'rP staff 

hotli administrative and technical - engage 
iri ongoing rlunlity assurance practices. 'lhis is 

ncccssary i n  order to crlsurc tlir effrt:tivrnrss and 

reliability of microscopy seniccs. Tllr main quality 

assnrancc practices recommended hy \VHO arrd 

SPC arr dividrd into threr arras: cluality control 

(QC), extcrrral quality assessmrnt (E(A\; and 

drug rrsista~lcr survrillance (IIRS). For a dct;rilcd 

explanation of tllcsc thrrr practices, ref'er to the 

2003 IVHO-IVPRO Stop 'TB puhlicatiorr: Eu~unlzi~ 

A.~.szrm~ce of .S)zrturn :\,firro.st.ofiv in 00%)' 1'r~ugramme.s: 

(;uirielines jir Pat.ij7c Islnrrd (,'(~ur~t&i 

2.8.1 Quality Control 

s;rfi:ty ~mctict,s 

samplc colle(:tion, transport ancl handli~ig 

procedurrs 

slidc prrparation (i.e. staining) and reading 

recording results (Lahorati~ry Sputum l.i>rm 

for TR In\:estigation a r~d  '['B Lahoratory 

Register) 

data collection, anrllysis ancl rrporting 

A specilic checklist to l,c used in Niue to rv;rluatr 

1;rhorator) status is in tlir procrss of being drvelopcd. 

It will he bascd on rccommrnrlatio~~s made in the 

\VHO (&;~lity ;\ssurance Rlnnual and will ljc 

included in thr Laboratory Standard Operating 

Procedures hlanual. 

2.8.2 External Quality Assessment 

\\'HO-\VPRO t1etint:s quality control (Q(:(:! as "a 

systematic intcrn;~l monitoring of norking lxictices, 

trrlinical procrdurcs, cquipmcnt and m;~trrials, 

including qualily of stainsm+. I t  is a pr-occss hssed 

on intrrnational standards and pcrformcd internally 

on ii r c ~ ~ l ; ~ r  hasis. (X is tlir responsibility of all 

lahoratory workers. 

In Niur, a laboratory staff inclnhcr is designated 

to orgnnisc tllc intcrnal monitoring of quality. 'l'his 

includrs \%orking closely nith tlic lah staff; \ ~ h o  arr 

rcsporisiblc for ;ldliering ~o all starrdard oprrating 

procrdurrs. The lahoratory supcr~isor directly 

prrfi~rms thr supen-isory/e\.aluation visits to asst:ss 

the quality of' I;h pr;lctices. Tlirsr \,isits takr placr 

; ~ s  nrrdrd drprnding on the situation. L )u r i r~  

monitoring in Niue, the fc~llo\\ing gencral catrgorirs 

are assessed: 

Fiiternal quality asscssmpnt (E(&\) is a structurrd 

processused to cwluatc lahorat~~ry periijrrnanrr, 

rsprcially in relation to reliability of sputum smr;lr 

rrsults. 111 partrrrrsliip \\it11 an cxtcrnal rcf'crcncc 

Iahorator); the level of quality acliicvcd i n  t l ~ c  

National Laboratory is monitorrd using three rnain 

practices: on-site supenisory assessments, pallcl 

trsting and hlindrd rechecking of slides. EQA ofFirs 

a positive, cooperatiw way of' ensuring ongoing 

in~provcmcnts to existing microscop)- senices. 

4 s  part of tlic Pacific 'I'B Laboratory lnitiativr 

(Pl\TLAB:), Niue has been identified to work directly 

with tlir \\lellington, h-ew Zealand, based Pacific 

'1'B Referer~cc 1.aboratory (PTKL). This lab, the 

Pacific Paramedical 'rraining College (PP'I'C), Ivorks 

in partnership \\it11 the Kiue Laboratory staff to 

provide the Sollowing forms of EQ4. 

staffing - knowledgr, skills and training, Panel testing 

\vorkload 

work environment and procrdurrs O n  a r e~q l a r  hasis, the PP'I'C srnds 5 10 

lah equipment - cleaning, metrology unstained smears to be stained and evaluated 

(stantlardisation and control of parameters) by the Niur 1,ahoratory sraff Once completecl, 
lab materials - slides, reagents and stains these slides are then returned to New Zealand 

(including stock mitnagemmt a ~ l d  recording for analysis. Rased on tllc results of' this 

of' reception and opening), hoods, etc. exercise, the PPTC pro~idcs fccdhack to tllc 

' 11710 YOO.?. Q~nlih. l ,~uronir  i!f' .Spuhim ihiriiii,>/!v zn I)O%Y I'ii,,fm,nrnr,: i;r~i,l?/in,~~,/,>~ /%<ifit li/<tnd (himtni'i. 
11710~117'KO 46p 
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laboratory staff and addresses any problems 
that haw been identified regarding staining 
procedures and/or the accuracy of scoring 
the slides. Through this process the quality of 

AFB microscopy at the lab can be monitored 
and improved. 

Blinded rechecking 

While panel testing contributes towards quality 
assessment, blinded rechecking is recognised 

as the most effective means of monitoring 
the performance of diagnostic tuberculosis 
laboratories. It provides an opportunity for 

laboratory staff to receive feedback on the: 

- scoring of smears 
- performance of the stain 

- size of the smear 
- quality of the specimen 
- source of any errors 

Because these factors greatly affect reliability 

of AFB microscopy results, staff efficiency 
and lab effectiveness are enhanced through 

practising blinded rechecking. 

Currently, in Niue, because of the low number 
of tuberculosis patients, all* slides examined 
using AFB mirroscopy undergo blinded 
rechecking. On a six monthly basis, the 

NTP Manager gathers and packs the slides 
according to the methods described in the 

Laboratory Standard Operating Procedures 
Manual. Once properly packaged, they 
are sent to the PPTC in New Zealand for 

evaluation. The PPTC staff then report back 

to the Niue NTP staff to share the results of 
the evaluation and to recommend strategies 
for improving laboratory practices. Should 

any of the rechecked slides be found to 
contain major errors, they are returned to the 

Niue Laboratory so that staff can review the 

corrected scoring first hand. 

* Infuture, should there be an increase in the tuberculosir 

burden in Xue ,  the process of blinded rechecking may 

clzange to he in line with otlzer higher burden countries. 
Tlzen, instead UJ' rechecking every slide, a set number 

of slides would be randomly selected by the A T P  

Manager and/or the DOTS Coordinator to be sent to 

the I'FrG as recommended by IVHO in their qualiQ 

axrurance (QAS) guidelines. 

In addition to the regularly scheduled panel testing 
and blinded rechecking offered through the PPTC, 
Niue Laboratory staff also receive practical support 
through the following EQA services. 

On-site assessment 

!$'hen possible, assessment visits are 
conducted by external consultants, who 
also provide informal on-site training when 
necessary. These \isits provide an opportunity 

for laboratory staff to raise questions and 
concerns and to receive important feedback 
that can contribute to the overall improvement 
of laboratory practicfs. 

If, due to financial constraints, thesc visits can 

not be conducted as often as necessary, staff 
can use email, telephone or fax to discuss their 
questions and/or concerns, 

Technical advice 

Whenever necessary, the Niue Laboratory 
staff can contact SPC or WHO to request 

technical advice and/or assistance. Both 
organisations are available to offer a variety 
of assistance in order to support the ongoing 

operation of a quality DOTS programme in 

Niue. 

2.8.3 Drug Resistance Surveillance (DRS) 

If a DOTS programme fails to identify, or to 

properly treat, one or more tuberculosis patients, the 
potentially catastrophic result could be the emergence 

of multidrug-resistant tuberculosis (MDR-TB). 

Drug resistance surveillance is a procrdure used to 
monitor the prevalence of MDR-TB so that any 

cases are identified early, and treated appropriately 



PART I1 - \iup .St:lm/ugl, 

\vitllor~t delay A s  with E Q i ,  n pzrrtnrr r(:Srrrncc 

lahoratc~ry is usi.tl in order to offer technic;rl support 

for imp1ement;ition ol' IIKS in S iur  and, wlirn 

nrcrssarL; to  providr actual druz-resistant strain 

testing of sputum. 

Ttrr lZ\TT.:\B initiative 11;rs dcsignzttcd thc lnstitutc 

of' .\li:dii:al a ~ l d  Fterinary Science (IAl\'Sj in  

:\delaide, South Australia, as u s  PTKI, tirr 

drug rcsistancr surveillanrr. I,\'I\'S ancl tllc r'inc 

Lahoratory will work togetller using tlic fbllo\zi~ig 

proccdurc. 

Lhug resist;%nce suscrptihility tcstirig \\.ill 

hc prrfbrmed by the IRI\'S in ..\drlaide 

only on tliosr sputum sprcirnrns hund  to 

remain positi\e at the end or [lie 5th moritli 

of' trcatmrnt (in Catrgory 1; or at the end of 

tllc 7th nlontli of' treatment (in Category 11) 

or 011 other sprcimens as recomrncndcd by a 

doctor. 

The relr\.;tnt sprcirnrns arr packed accord in^ 
to TklVS regulations and srnt, hy the Piiue 

Lahor;rtory staff; to IRIVS in Atlelaidc. 

Krsults of the testing are rcturncd to Niue so 

that prolrlpt action can Ilr takrn. 
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LIST OF ESSENTIAL ANTI-TUBERCULOSIS DRUGS FOR DAILY USE 

E = ethamhutol, H = isoniazid, K = rifampicin, S = streptomycin, Z = pyrazinamidc 



STANDARDISED TREATMENT CATEGORIES USING DIFFERENT FIXED- 
DOSE COMBINATIONS (FDCs), FOR ADULTS AND CHILDREN 

Two-drugs FDCs for new, Category I case adults 
(Use the same doses for new Category 111 case adults, but without ethamhutol) 

Three-drugs FDCs for new, Category I case adults 
(Use the same doses for new Category 111 case adults, but without ethambutol) 

Four-drugs EDCs for new, Category I case adults 



Four-drugs FDCs for retreatment case adults, Category I1 

Irrl,lp\r?, fulure< and treatment irrtcrruptions) 

- .  Three-drugs FDCs, tablets or packs of granules for new Category I case children 
(Usc the same dosrs for ne\v Clategory 111 rasc cliildrrn, hut ~ i t l i ou t  streptomycin) 

.. 

. . .  * Ethan~hutol should not bc gi\-c11 to children under six years old. 

. . 
** Streptomycin is gi\:rn only for the first two months of the Intrnsivr Phasr. 

For patients over the aSr of 50, 750nig are given. Streptomycin sliould not he given to pregnant women 



SYMPTOM-BASED APPROACH TO ADVERSE EFFECTS OF TB DRUGS 

Adverse effects are classified as minor and major. In general, a patirnt who develops minor adverse effects 

should continue the same anti-TB treatment and may also receive symptomatic treatment. If a patient 

develops a major side effect, the treatment is stopped and the patient is referred to the hospital. 

Ethambutol 



. . (WHO-WPRO version) 

. .~ 

. . 1 ' ~ul>rrc.ulosis is a contagious disease c.nuscd 11): a germ. Tlir inft.ction is transmitted kom a sick person 

that is sputum-positi\-I: at tllc microscopic rxamination. The gerrns are sprrad in t h~ :  air \vhcn a 
.. . patirnt snvrzrs, cou~lr.; or spits. Peoplr in closr contact can I~ecome inSect~d whrn tl~cy I)rcattie the air 

. . containing thcsr gcrms. 

2 Prevent the spreading of tlir gerrns hy covcl-ing tlir m i ~ n t l ~  when coughing and sneezing, and by 

.. . ;I\-oiding spitting in puhlic places. 

.~ 3 A parirrrt taking rrgular treatment rapidly stops hring infictious and is not a risk ro othrrs. 

4 li~bcrculosis is a curahlr disease if ttie patirrrt takrs thr medicines rc<plarly Sor six inonths. 'I'llr numher 
- .  of pills xvill bccolnc mucl1 less arter thr first t\vo montlis or trratnlrnt. 

5 'I'l~csc medicinrs are sait and arc tlie only means curing the discasc. Howr\.rr, sometimrs thr:y 

can causr minor prohlen~s such as slerpiness, nausea, abdoniinal discomfi)rt: p;rin in tllc joilrts, and a 

Ixrning sensation in tlie fwt. Thcse ell'ects usually stop aftcr a Si\v d q s .  

6 Kifampicin makes the urine red-orangr hut this docs not cause pr~hlrms.  

.. . 

7 Ib  achicve the cure, the hest way is to takc the medicines 11nder thr dircct o11scn.ation of a trratmrnt 
.~ p;rrtncr. \\lie could he a health \vorkrr or a rcspotisible community leader. 

.- . 

8 If' yo11 wrrr sp~~tu~n-positive at the microscopic examination, at thr end of' your trcatrnent go hack to 
.. . your UCYI'S Ccrrtre Tor a final r~aluation of your liealtli status. On t11i.r ocm.sion bri71,q-vnnr trealment cardliir!it/l 

.. you. 

- 
* T/li,r n~rnev ze.i~.r pl-epulu(1 Il.'HOllPRO /o .support t/ze r~~ io r iu l  model as prerented in Pnrt I uj' t l l i~  man~ml.  Indi l ' id~~al  

- ~ r o ~ ~ n t r i e ~  m g y j n d  tliat not nll items relnte tu thrirpar/icul~zr settin~q t/~el.&~l-e, mod$cation of the nboce points is rrcoltzmendtd to 

- reject count~y-.@rrifir needs nnd plvceditrrs. 



TREATMENT PARTNER INSTRUCTION SHEET* 
(WHO-WPRO version) 

(Community volunteers) 

1 In agreement with your supervisor of the health centre, find a suitable means and place to receive the 

weekly supply of medicines for your patient. 

2 In agreement with your patient find a convenient way and place where you ran observe your patient 

swallow the medicines. 

3 Make sure that the sputum-positive patient swallows the medicines in your presence every day for 

at least five days in a week. Give to the patient the medicines for the other two days. 

4 If a patient is sputum-negative or extrapulmonary, observe the patient swallowing the first dose 

of the weekly supply. Give to the patient the remaining six days supply of medications to be taken at 

home. 

5 Record an X in the calendar of the treatment card each time that you observe the patient swallowing 

the medicines. Draw a horizontal line through the days to indicate the number of days' supply that is 

given to the patient for self-administration. 

6 If the medicines cause minor problems such as sleepiness, nausea, abdominal discomfort, pain in the 

joints and a burning sensation in the feet, reassure the patient by telling him or her that the problems 

should stop in a few days. 

7 If the symptoms persist, or the medicines cause major and more serious problems to your partner, refer 

him or her to the nearest health facility or to your supenisor. 
- 

8 If the patient fails to take the medicines, investigate the reasons, and inform your supenisor, if the 

patient does not resume treatment. 

9 If your patient was sputum-positive at the microscopic examination and has completed the treatment, 

refer him or her to the DOTS Centre for final evaluation. On this occasion, give your patient the 

treatment card to bring to the DOTS Centre. 

* This annex wasprepared by WHO- W P R O  to support the regional model asprerented in Part I o f  thu manual. Individual 

countries mayjind that not all items relate to tlzeirparticular setting therefore, modijication o f  the above points is recommended to 

reflect country-specijic needs and procedures. 



TUBERCULOSIS INFORMATION SYSTEM 
- 

'The follo~zing records, registers and reports should be used to evaluatr patients' progrvss ant1 programme 
- per1'orm;rnce: 

*SPC/TUB 01 Laboratory Sputum Form for TB Investigation 
.- (accompa~~irs sputum s;rmplcs and is returned, nit11 results; to thr rrkrrine, 

Iiralth facility) -- 

- 
*SPC/TUB 02 TB Laboratory Rep'ster 

-- 
(stays at thr 1;rhor;rtory whrrr sputum smrar is perforlnrd) 

- 

-- 
TUB 03 Tuberculosis Register 

( ~ t d y v  dt thr 1)OTS Centre1 

.- *SPC/TUB 04 Tuberculosis Treatment Card 

(master copy kept at thr DO'I'S Centre: onc duplicate copy stays at tlie trrating 
-- 

I~raltli f'xility) 
--- 

-- 
*SPC/TUB 05 Tuberculosis ReferraNTvansfer Form 

- (onr copy stays at tlir rrrerring health 1'acilit~ o11c copy is sent to the IIC\\- I1c:alth 

rarility and one copy is srrrt to tllc I)(YI'S C:oordinatorl - 

- 

-- TUB 06 Quarterly Report on Tuberculosis Case-Finding 
(is prepawd hy tlir DOTS Coordinator and stays at the 1)OTS Centre; one copy is 

sent to the SPC 'luhel-culosis Control Srrtion and a second copy to \VHO) 

- *SPC/TUB 07 Quarterly Report on Treatment Outcomes qf 7ilherculosis Patients Rcxislcred aJ 

n (,'ul~ort und R r f ~ ~ ~ r t r d f i r  tlir Q ~ n l t r r  rol~en t l ~ e  I n ~ s t  in  the Cohurt has Conipleted Tieatrrzent -- 
(is prepared l)y tllc 1)OTS Coordinator and stays at tlic DOTS Centre; one copy is 

-.- scrlt to thc SPC 'li~hrrculosis Control Srrtion and a srcond copy to 1VIIO) 

-- 

*171itialJrm~ (nanzed 'TUB O_),fir tlze 'fiherculorir Infirnzntion Syrlem zcjere dez'eloped hy IVHO- IlPROJor use in llze u'eslerri 
- 

I'uriJic rqion. A t  tile i.equr.r/ of related SPO' nzmbo- colmtries, ~eaernl uf tllae fonns  u w e  rrd(~,btr>d kv tlie S P C  Tubeli.ulosb 

- Cu7~l~ul  Sertion lo merl more spec@ loci11 i~eeds. 771ese reaisedjornis haze been retzamed u s i n ~  tlie s).rten~ . S P ( , ' / X B  0- to refEecl 

tlze cilawgr$ zu!l~ilr $/ill acknou:ledgiizg IVHO fur t /zci~~ u~@n(il ulolr .  - 



Laboratory Sputum Form for TB Investigation 

Name of patient: Age:-Sex: M F 

Complete Address: 

Tel: 

Contact Person Name & Details (address, phone): 

Health unit: Patient's TB No: 

Reason for examination: Diagnosis Follow up 

Date of Sputum collection: 

Requesting doctor: Date of request: 

Results (to bc completed in the laboratory) 

Lab Serial No: Date received: 

I Soecimcn I Date of I Visual I Results** I 

Date of report: Examined by (signature): 

** Grading system for results: 
Neg No AFB seen in at least 100 ficlds 
Scanty 1-9 AFB per 100 fields (record the exact nrcmber of AFB seen) 
l +  1&99 AFB per 100 fields 
2+ 1-10 AFB per field in at least 50 fields 
3+ >l0  AFB per field in at least 20 fields 

1 

Laboratory Sputum Form for TB Investigation 

Name of patient: A g e : S e x :  M F 

Complete Address: 

Tel: 

Contact Person Name & Details (address, phone): 

Health unit: Patient's TB No: 

Reason for examination: Diagnosis Follow up 

Date of Sputum collection: 

Examination 

Requesting doctor: Date of request: 

Results (to be completed in the laboratory) 

Appearance 
(M, MP, B, P, S)* 

Lab Serial No: Date received: 

I 3 
* M=mucoid, B=blood-stained. S=salivary, P=purulent, MP=muco-pu~lent 

Date of report: Examined by (signature): 

** Grading system for results: 
Neg No AFB seen in at least 100 ticlds 
Scanty 1-9 AFB pcr 100 fields (record the exact number oJAFB seen) 
l +  1 W99 AFB per 100 fields 
2 1  1-10 AFB per field in at least 50 fields 
3+ >l0 AFB per field in at least 20 fields 

Results** Visual 
Appearance 

(M, MP, B, P, S)* 

Specimen Date of 
Examination 



' TB LABORATORY REGISTER l Year: 
i 

! Name and address of Patient 
: 

l 
l 
! 

i 

Note: Use one block of 3 lines per patient ** Grading system: Neg No AFB sccn in at lcast 100 ficlds 
Scanty 1-9 AFB per 1 W fields (record the exact number of AFB seen) 

* S = salivary, P = purulent, M = mucoid, MP = muco-purulent, B = blood-stained l+ 1 0 9 9  AFB per l00 fields 
2+ 1-10 AFB per field in at least 5 0  fields 
1+ > l 0  AFB per field in at least 20 fields 



TUBERCULOSIS REGISTER I TUB a3 I 



*';"* Cnrcd: rleg;ltive smc;lr ;l1 the l;tst month r l f  1rc;ttrnent and on  one prsviol~i mtic;lsion r . : r r r ~ t  W r~ te  the d:m i n  the rc,rrr\ponding box 
Died: died f<,r any re;!son during tre;ktrnent 
Tm;ltmenl completed: no pn,of of cure ;IS determined hy sme;tr eu;irn~n;iti<,n 
Trrdtmcnt interruplcd (defaulted): failed to uullect mcdiciitions for 2 m<,ntl~\ o r  more 
I l ra tment  failure: [msitive slncnr nt 5 rnontl~s ol- latcr during trcattncnr 
Transfer out: scnt a, another reponing unit for  cc,nf i~ i~~;~f iot~ of trc;ltmcnt 
(sce scction I .J.3 "Tre;ttment Outcnmcs" firr more detail) 

Before 
treatment 

result 

Cnretl 
(negative) 

d;ntu 

Nantc ef 
the treatment 

partner 

Kes~tlts o f  
according 

Remarks 

'l'reatment 
(according 

Treatment 
completed 

End 
ntntttll 

result 

p 

2-' 

datc 

sputum-sme;lr ersminatiuns 
to the duration of 

outcome**** 
to the smear 

Trealmenl 
failure 

l l t td 
n ~ o n t l ~  

msult 

and datcs. 
treatment 

3" 

dote 

and 
result at 

Died 
During 

6 ' h o n t l t  

n.sult 

-- 

X" 
result date 

1)uring 
~not t th 

rl;ttc 

date+**** 
completiou) 

interrupted 
Treatment 

(dcfaalted) 
out 

Tr;,nsfcr 



TUBERCULOSIS TREATMENT CARD I SPCITUB 04 1 

Age: - Sex: M F 

Pulmonary smear-positive 

Cat 11 [ZHRZESIIHRZE) Pulmonary smear-negative 

TREATMENT FAILURE 

TREATMENT AFTER INTERRUFTION 

TRANSFERIN 

* Enter in the box the numbcr of tablets to be administered daily. 
** Enter in the box the daily dosage amount. 
*** Enter a cross (X) or a tick (J) on each day when medications were swallowed under direct observation. Draw a horizontal line (-1 through the days to indicate when medications were swallowed but not directly observed. 

Enter a zero (0) for any day when no medication was taken [swallowed). 



TUBERCULOSIS TREATMENT CARD I SPCITUB 04 (cont.) I 

REMARKS: CONTINUATION PHASE: Date started 

Treatment regimen and number of tablets*: 

Adults 

* Enter in the box the number of tablets to be administered daily. 
*** Enter a cross (X) or a tick (J)  on each day when medications were swallowed under direct observation. Draw a horizontal line (-) through the days to indicate when medications were swallowed but not directly ohservrd. 

Enter a zero (0) for any day when no medication was taken (swallowed). 

Note: The number before the letter is the duration in months of the administration of the drugs; 2HRZESlIHRZE means 2 months with 5 drugs and I month with 4 drugs without S. 

Treatment outcome: Cured Treatment completed Treatmmt failure Died Treatment intcrmpted Transferred out 

H (300mg)* K (300mg)* E (400mg)* 

31 

Cat I and Cat I l l  (4HR) 

Cat ll (5HKE) 

Month 

Children 

14 

H ( ~ m m g ) *  K (150mg)* 

Cat I and Cat I l l  (4HR) 

15  l 16 

r 

2 6 11 3 7 12 17 13 4 8 18 22 5 25 9 1 9  23 10 26 24 20 27 21 28 29 30  



ISPC/TUBl 
TUBERCULOSIS REFERRALITRANSFER FORM 

- - 

... 

.~ ~ 

. . 

-- 

-. . 

.... 

.... 

... 
................................................................................................................................ ----. 

-. . 

.... 

... 

... 

-. . 

-- ~ 

............................................................................................................... -.-.--- .~ ~ . 

.-. 

...  

. . 

. .- 

-- 

. ~. 

. 

. . 

Name of the referringltransferring unit: 

Name of the unit to which the patient is referred: 

Name of the patient: A g e :  Sex:- 

Address where the patient is going: 

TB No: Date treatment started: Treatment regimen: 

Drugs patient received: 

TB classification: Sputum examination results: 

Reason for refenalltransfer: 

Remarks: 

Printed name and signature: 

Designation: Date: 

For use by the health unit where the patient's treatment ended. 

Name of the patient: A g e :  Sex:- 

Initial TB No: Date treatment ended: 

Treatment outcome: 

Cured Treatment completed Died Transfer out 
Treatment failure Treatment interrupted (default) 

(Send treatment outcome to the DOTS Centre where the patient was originally registered) 

For use by the health unit where the patient has been referredltransferred. 

Name of the patient: TB No: 

Age: Sex: Date referredltransferred: 

The above patient reported at this health unit on the date: 

Printed name and signature of the receiving officer: 

Name of the health unit: Date: 

(Send this part back to the referring unit as soon as the patient has reported and registered) 



QUARTERLY REPORT ON TUBERCULOSIS CASE-FINDING 

ALL CASES REGISTERED IN THE QUARTER 

Name of DOTS Centre 

Pat ients  regis tered  in* quarter of 2 0  

DOTS Coordinator 

S igna tu re  D a t e  

NEW SMEAR-POSITIVE CASES ONLY 

Note: Use the Tuberculosis Register (TUB 03) to fill in this form; 

TOTAL 

* Write 1" or 2"Qr 3'* or 4"' to indicate the quarter of the year for which the report is made 

EXTRA- 
PULMONARY 

PULMONARY 

l": quarter comprises: January, February, and March; 
2"': April, May and June; 
3'" July, August and September; 
4'" October, November and December. 

SMEAR- 

NEGATIVE 

SMEAR-POSITIVE 

New case Relapse T~~~~~~~~ 
failure 

Treatment 
after 

intenuption 



QUARTERLY REPORT ON TREATMENT OUTCOMES 
OF TUBERCULOSIS PATIENTS REGISTERED AS A COHORT AND REPORTED FOR 
THE QUARTER WHEN THE LAST IN THE COHORT HAS COMPLETED TREATMENT 

DOTS Centre: DOTS ManagerICoordinator 

Date of Report: Signature: 

Report for the cohort of TB cases registered in the Quarter* of 20 p 

1. New Sputum smear-positive (S+) cases: *** 

2. Retreatment Sputum smear-positive (S') cases: *** 

Cured 

3. New Sputum smear-negative (S-) cases: *** 

Completed 
treatment 

4. New Extra-Pulmonary TB (EPTB) cases: *** 

Completed 
treatment 

Failed 

* Please complete a separate form for each cohort being reported. 
** TO - transfer out 
*** Take these numbers directly from the Tuberculosis Register (TUB 03) 

Failed 

Completed 
treatment 

Died 

Died 

Failed 

Defaulted 

Defaulted 

Died 

TO** Total 

TO** 

Defaulted 

Total 

TO** Total 




