' [A{, INTRODUCED IN THE NATIONAL ASSEMBLY]
' A
BILL

to develop mechanisms for making Tuberculosis (TB) Case Notification mandatory in the
Islamabad Capital Territory and restricting over-the-counter sale of anti-Tuberculosis

medication

WHEREAS Tuberculosis (TB) is an infectious disease endemic in Pakistan causing
great human suffering making it imperative to reduce its morbidity and mortality in the
country, in the national interest and also to fulfill our international commitments and
obligations in this regard; and '

WHEREAS it is necessary to ensure that TB patients receive only quality
assured (QA) TB medicines; and to provide for matters ancillary thereto;

It is hereby enacted as follows:-

s 3 Short title and commencement.- (1) This Act shall be called The ICT Tuberculosis
(Notification) Act, 202

(2) It shall extend to the Islamabad Capital Territory.

(3) It shall come into force at once.

Z Definitions.- (1) In this Act, unless there is anything repugnant in the Subject or
Context,
(i) “Anti-tuberculosis drugs” means first line and second line

drugs used for the treatment of Tuberculosis including but not
restricted to the drugs mentioned in schedule to be notified
by the Government from time to time given individually or in
fixed dose combinations;

(11) “Combined Management Unit, Tuberculosis Section” means
the Tuberculosis Section of the Combined Management Unit
for controlling AIDS, TB and Malaria;

(ii1) “District Health Officer” means the District Health Officer of
‘islamabad district / Islamabad Capital Territory;

(iv) “Form” means the Tuberculosis Notification Form provided in
the Schedule;

(v) “Government” means the Government of Pakistan;

(vi) “Laboratory” means a pathological laboratory conducting
tests for human diseases;




(vii)

(viii)

(ix)

(x)

(xi)

(xii)

(xiii)

(xiv)

(xv)

(xvi)

(xvii)

(xviii)

“Laboratory In-charge” means the owner of laboratory and
includes the person who performs the tests on a specimen in
the Laboratory; “w..

ey o
“Licensing authority” means authority for issuing licenses for
retail and wholesale of drugs and medicines including anti-
tuberculosis drugs;

“License hom means a person in whose favor licensing
authority has issued a licer¥S@mgpabling for the retail sale or
wholeszle of drugs and medicines including anti-tuberculosis
drugs.

“Local public health facility” means and includes: all public
sector Hospitals, Medical Centers, Rural Health Centers; Basic
Health Units, and Dispensaries involved in TB Care in the
Islamabad Capital Territory;

“Medical Practitioner” means a person who is  registered
with the Pakistan Medical Commission;

“Ministry” means the Federal Ministry of National Health
Services, Regulation and Coordination, Government of
Pakistan;

“Notify” means a notification to the relevant officer in the
District Health Office or local public health facility, of a
diagnosed TB patient, in accordance with the procedures set
forth under this Act;

“Patient” means a person confirmed to be suffering from
Tuberculosis on the basis of any diagnostic test prescribed in
the National TB guidelines for pulmonary or extra-pulmonary
TB patients;

“Prescription” means medicines or drugs prescribed by a
registered medical practitioner or registered traditional
medicine practitioner;

“Prescribed protocols” means tuberculosis treatment regime;

“Prescription holder” means a person in possession of a valid
prescription;

“Presumptive patient” means a person suspected to be suffering

from TB having symptoms of cough and fever for more than
two weeks duration without any known cause or explanation;
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(xix)  “Privacy and confidentiality” means that any information
relating to patients, their families and contacts, will not be
disclosed to any party except the appropriate medical
professionals providing care and support to the patient;

(xx) Quality assured medicines means medicines recommended for
use by the WHO End-TB Strategy and WHO’s relevant
medicines prequalification program and authorized for use in
Pakistan by the Drug Regulatory Authority of Pakistan;

(xxi)  “Registered traditional medicine practitioner” means a person
who is registered under section 24 of the Unani, Ayurvedic and
Homeopathic Practitioners Act (II of 1965) as amended from
time to time;

(xxii) “Valid prescription” means a prescription issued by a
registered medical practitioner that has not lapsed or been
superseded, and has not already been used for dispensing
drugs;

PART-II-A

TUBERCULOSIS CASE NOTIFICATION, RECORD KEEPING AND EDUCATIONAL OUTREACH

3. Development and Distribution of Notification Forms.- The office of the District Health
Officer Islamabad shall distribute and deliver copies of the TB case Notification Form-A
given at annex-l1 in the Schedule-ll to every medical practitioner, private clinic, private
hospital, registered traditional medicine practitioners, community leaders, TB civil society
organizations and heads of hospitals and health facilities operating within the Islamabad
Capital Territory, as may be necessary.

4. Duties of registered Traditional Healthcare provider. (1)A registered traditional healthcare
provider shall notify the patient by sending a complete Form as provided in Form B
Schedule, to the District Health Officer or a local public health facility.

(2) They shall also be obliged to,

(a) Inform their patients about the availability of free diagnostic and
treatment services through public health facilities;

(b) The strategies for preventing the spread of tuberculosis;

(c) display a poster describing the notification requirement, symptoms
of tuberculosis and measures that prevent its spread at a conspicuous
location, which may be visible to the patients;

(d) advise the patients to access social protection systems as support
during the course of their treatment;

(e) refer patients to appropriate counseling in the instance of side
effects, and;



(f) inform the patient of the obligation for TB diagnosis, treatment and
reporting to adhere to principles of privacy, confidentiality and
freedom from stigma and discrimination.

5. Notification of Tuberculosis patients by private pathological laboratories anc
hospitals. (1) When a Laboratory identifies a positive Tuberculosis test result in &
specimen of an individual, the Laboratory In charge shall send a complete Form as
provided in Form-C Schedule, to the District Health Officer or a local public health facility.

(2) The head of a private hospital or clinic with more than one medical practitioners shall
submit a complete form as provided in Form-D given in Schedule, to the District Hea'th
Officer or a local public health facility.

PART-1I-B
RESTRICTING THE SALE OF ANTI-TUBERCULOSIS DRUGS

6. Prohibition on over-the-counter sale of anti-tuberculosis drugs.-

(1) A license holder including a pharmacy or a chemist/druggist store may not sell anti-
tuberculosis drugs except to a valid prescription holder.

(2) If a license holder doubts the validity of a prescription, a license holder shall ver fy the
contents of a prescription by contacting the issuing registered medical practitioner. If
the authenticity of a prescription cannot be confirmed, a license holder shall refuse to
sell anti-tuberculosis drugs to the customer.

7. Prohibition on prescribing anti- tuberculosis drugs.- A person may not prescribe anti-
tuberculosis drugs unless he/she is a registered medical practitioner.

8. Maintenance of record of sales of anti-tuberculosis drugs by the license holder.- (1) A
license holder shall maintain a record of sales of anti-tuberculosis drugs, as prescribed.

(2) A license holder shall share and transmit the record of sales of the prescribed anti-

tuberculosis drugs.

9. Quality Assurance measures.- It will be incumbent upon the District Health Officer, private
sector health professionals and pharmacies to ensure that only quality assured (QA) TB
medicines; are provided to the patients.

PART 11l

IMPLEMENTATION PROVISIONS

10. Process of Notification.- A person responsible for notifying the patient under the provisions
of this Act, shall fill in the prescribed form and send it by registered post or deliver it by hand to
the District Health Officer or local public health facility within a week of diagnosing the case
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11. Role of District Health Officer.- The District Health Officer Islamabad shall ensure the
following actions:

(i) make a comprehensive list of all private registered medical
practitioners; private clinics and private hospitals; private
registered traditional medicine practitioners; and heads of private
hospitals, clinics, pharmacies and laboratories in the Islamabad

Capital Territory
(ii) Make forms, posters and other available to those responsible for
Tuberculosis notification in the district.

(iii) Nominate one of his officers as District TB Coordinator, if not
already done, who shall maintain a database of all such
notifications as in case of public health facilities.

(iv) Communicate the provisions of this Act to all private health
practitioners, private clinics, private hospitals, private healthcare
providers, private laboratories and private pharmacies in-charge
of premises in the district.

(v) Provide a poster of the National TB Treatment guidelines for all
categories of drug-sensitive and drug-resistant TB cases to all
TBMUs and private practitioners, while ensuring that only quality
assured TB medicines are being prescribed and sold in the
Islamabad Capital Territories.

(vi) Arrange awareness seminars / workshops in collaboration with
the TB Section of the Combined Management Unit for AIDS, TB
and Malaria for all public and private health practitioners, heads
of private clinics and private hospitals, other private healthcare
providers, private laboratories and pharmacies in the district to
educate them about the provisions of this Act, while soliciting the
support of community representatives.

PART-IV

JURISDICTION, SANCTIONS AND APPEALS
12. Penalty.- Any person who contravenes any provision of this Act shall be liable to be
punished with a fine which may extend to ten thousand rupees for initial offenders and
twenty thousand rupees for repeat offenders:

13. Cognizance of Offence.- No Court shall take cognizance of an offence under this Act
except upon a complaint in writing made by the Secretary Ministry of National Health
Services, Regulation and Coordination or an officer authorized by him in this regard.

14, Jurisdiction.- A Judicial Magistrate of the First Class or any higher judicial authority shall
have jurisdiction to try the offences under this Act.

15. Right of Appeal.- (1). A person sentenced by the Judicial Magistrate may file an appeal
before the District and Sessions Judge Islamabad, within thirty calendar days from the date on

which sentence is passed.
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(2). If satisfied that there has been a failure of justice, the District and Sessions Judge may set
aside or modify the sentence; provided that he issues a written decision stating reasons for
setting aside or modifying the sentence.

PART V
MISCELLANEOUS PROVISIONS

16. Indemnity.- No suit, prosecution or other legal proceedings shall lie against any officer
for anything which is in good faith, done or intended to be done for carrying out the
purposes of this Act or rules made there under.

SCHEDULE
(See section 2(xvii)
Form A
TB Notification Form to be filled by a Registered Medical Practitioner.

_[ S.No. Particulars of notifying  medical | Description
| practitioner.
___.1*_ Name of referring p?\}gi_cién B B
2 | ' PMC registration no. o @
3 - Address !
4, . Telephone number _
5, | Date of first visit of patient/ .
6 Date of onset of illness '
7 Date of sending notification form. B
PARTICULARS OF PATIENT . ]
8 'Name of the patient with father’s or
husband’s name
9. Age/date of birth )
10 | Sex o :
11 ' Religion
12 Nationality/Tribe/Caste |
13 Phone number
14 Address
15 National I.D. Card number N
_1§_ Teiz Occupation N
17 Socioeconomic status. -

CLINICAL SUMMARY OF THE PATIENT

18 History of Tuberculosis in family or close

e contacts

19 Is this a case of re-treatment subsequ;ﬁf ; - o
to loss to follow up, treatment failure or 1
replace? ]

6



20 ' Symptoms, cough, fever, weight loss, night
sweats.

21 Co existing medical conditions AIDS, |
Diabetes.

22. Sputum AFB or other findings.

23 Culture of body fluids.

| 24. Radiological findings.

25, Pulmonary or Extra Pulmonary.

Treatment history

26. Medicines already in use.

27. Medicines advised.

FormB

TB Notification Form to be filled by a Registered Traditional Medicine Practitioner.

S.No Particulars of notifying healthcare provider. Description
1 Name of healthcare provider.
2 Practitioner’s registration number.
3 Address
4. Telephone number
5. Date of first visit of patient/
6 Date of onset of illness
7 Date of sending notification form.
PARTICULARS OF PATIENT
8 Name of the patient with father’s/husband’s
name
9, Age/date of birth
10 Sex
11 | Religion
12 | Nationality/Tribe/Caste
13 ' Phone number
14 | Address
A5 National I.D. Calrd number
16 Occupation _ . |
17 . Socioeconomic status. !.

CLINICAL SUMMARY OF THE PATIENT

18 [History of Tuberculosis in family or close
' contacts
19 Is this a case of re-treatment subsequent to

| " loss to follow up, treatment failure or relapse?

‘20 Symptoms, cough, fever, weight loss, night |

?



sweats.

— e

21 Co existing medical conditions AIDS, Diabetes.
-
22. Sputum AFB or other findings.
|23 Culture of body fluids.
24 Radiological findings. -
25. _Pulmonary or Extra Pulmonary.
26. Any other test _performed . an
Treatment history
27. Medicines élréady in use. | _ N N
28. Medicines advised. J - N
Form C

TB NOTIFICATION FORM TO BE FILLED BY THE HEAD/OWNER, PATHOLOGIST OR
LABORATORY TECHNICIAN WORKING IN A PATHOLOGICAL LABORATORY

s.No. | Particulars of notifying pers”t-)ri'. Description
1 Name of the incharge/pathologist of the
: pathological laboratory.
2 B ' Designation
'1_3:“_” . | 'C-lualificatiEJ_r; - L
|4 ' Address
5. | Telephone number
6. ‘D_ate of receiving specimen -
7 Name and desig_n_aifi_on of the person who has ]
conducted test.
| 8 Date of sending notification form.
| PARTICULARS OF PATIENT
9 ' Name of the pat@tﬂv“v-i;ﬁ father’s husband’s |
name .
10. Age/date of birth
11 Sex
12 Phone number -
13  Address - o ]
14 | National Identity Card number
CLINICAL SUMMARY OF THE PATIENT _
| 15 Symptoms, cough, fever, Weight Ios_s: night
- | sweats.
Test conducted. Results. -
16 | Microscopic results of sputum
i 17 ' Microscopic results of any other fluids
|18 ' Culture of sputum ‘ - _
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19 [ Culture of body fluids. ' |

Form D

TB Notification From to be filled by those In Charge of Managing a Premises

S.No. Particulars of notifying person. Description
1 Name.
2 Designation B
3 | Address '
4 Telephone number
5 Date when person started experiencing
symptoms of cough and fever.
6 Date of sending notification form.
PARTICULARS OF PATIENT
7 Name of the patient with father's or i
| husband’s name
L—g | Age/date of birth
' 9 Sex
110 Phone number
| 11 | address
112 National Identity Card number
CLINICAL SUMMARY OF THE PATIENT
13 Symptoms, cough, fever, weight loss,
nightsweats.
Test conducted. Results.
14 ] Mention if any tests conducted. [

Form E
TB Notification Form to be filled by the In charge of Pharmacy

S.No. Particulars of notifying medical practitioner. Description
1 Name of referring physician R
2 PMDC registration _ﬁo.

Address

Telephone number kit !

Date of first visit of patient/

Date of onset of illness

Date of sending notification form.

Nl o v s w




- PARTICULARS OF PATIENT

i 8 | Name of the patient with father’s / husband’ s |
| | name
i 9. | Age/date of birth |
10 |sex . = i
11 Religion
12 Nationality/Tribe/Caste
13 Phone number
14 Address
(15 | National I.D. Card number
16 |Occupation o
| 17 | Socioeconomic status.

iﬁLlNlCAL SUMMARY OF THE PATIENT

l 18 | History of Tuberculosis in family or close
contacts L E e
19 Is this a case of re-treatment subsequent to
loss to follow up, treatment failure or replace?
20 Symptoms, cough, fever, welgﬁf Ioss, night
R b . .
21 Co existing medical conditions AIDS, Diabetes.
S o Sputum AFB or other findings. |
23 Culture of body fluids.
—_— - — 4
24, Radiological findings. |
| 25. | Pulmonary or Extra Pulmonary.
' Treatment history
_2_6_ [ Medicines already in use. ]
127. | Medicines advised.

STATEMENT OF OBJECTS AND REASONS

1. Tuberculosis (TB) is a killer infectious disease endemic in Pakistan causing great
human suffering and adversely affecting the national economy, while destroying the
social fabric of Pakistan. Currently it affects nearly 600,000 persons and kills around
44,000 persons annually in the country with its grave societal ramifications. The
disease can only be controlled and ultimately eliminated if the existing TB cases are
detected and cured to prevent them from infecting others, while taking other
preventive measures against the disease. Althbugh TB care diagnostic, treatment and
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d.

3.

psychosocial services are freely provided to the people, it is imperative to reduce its
prevalence and incidence in the country to eliminate this major public health menace
from Pakistan. Currently around one-third of the new TB cases every year are
missed and not notified in the official database, making it impossible to decrease the
disease burden in Pakistan. For this purpose, the support of the private health sector,
is crucial in reporting TB cases immediately so that they can be officially notified, in
addition to certain measures restricting sale of TB medication to make a significant
dent in addressing the problem along holistic lines.

The above Bill essentially seeks to:

Make TB a notifiable disease in the Islamabad Capital Territory, as already done in
most of the provinces, to ensure that every case of Tuberculosis detected in the
capital city is reported whether in the public or private sector, enabling proper
follow-up till the optimal treatment outcomes are reached;

Make it mandatory for all private physicians and private laboratories treating or
diagnosing TB patients of all sorts, to report the same to the district health
authorities in accordance with a laid down procedure, already being practiced in the
public health sector;

Make it mandatory for private pharmacies selling Anti TB Medicines to sell them
only on a valid prescription and notify those patients through the eTB mobile
application with an image of the prescription;

Ensure that all TB patients, particularly in the private sector, receive TB care
services as a matter of right, including quality-assured TB medication with the right
dosage by mandating that they are sold only on the prescription of a qualified
medical practitioner; and

Provide TB patients privacy and confidentiality and access to social safety nets
while scaling up efforts to alleviate the stigma associated with the disease,
particularly in the rural and peripheral areas with low literacy levels and less
awareness of health issues.
The Bill seeks to achieve the above objects in the larger interest of people residing in
the Islamabad Capital Territory

sd/-

Ms. Uzma Riaz
Member, National Assembly
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