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Target groups

e Administration

* All doctors especially Radiologist/ Sonologist/ Medical

Genetist / Gynecologists / Pediatricians

 All Staff especially in Radiology/ MRD/ Registration



Contents of training module

* Definition

* Registration certificate

 Signage, display

* Procedures/personnel involved

e Conditions for doing the tests

 Documentations (Form F, Form G, Form H, Register etc)
* Consent procedure

* Training frequency

* Training effectiveness

* Audits



Definition

v'An Act to provide for the regulation of the use of
pre-natal diagnostic techniques for the purpose of
detecting genetic or metabolic disorders or
chromosomal abnormalities or certain congenital
malformations or sex linked disorders and for the
prevention of the misuse of such techniques for the
purpose of pre-natal sex determination leading to
female feticide.



PC PNDT

v'This act enacted in 1994 and brought into
operation from 1996

v'The act has been amended in 2003.

v'It extends to the whole of India except to the state
of Jammu and Kashmir.



V.

Conditions for doing the tests

Age of the pregnant woman is above thirty-five
years;

History of two or more spontaneous abortions or
fetal loss;

History of exposure to potentially teratogenic
agents such as drugs, radiation, infection or
chemicals;

Family history of mental retardation or physical
deformities such as spasticity or any other
genetic disease;

Any other condition as may be specified by the
Central Supervisory Board;



Written consent

(1) No person shall conduct the pre-natal diagnostic
procedures unless—

v he has explained all known side and after effects of such
procedures to the pregnant woman concerned;

v' he has obtained in the prescribed form her written
consent to undergo such procedures in the language
which she understands; and

v'a copy of her written consent is given to the pregnant
woman.

(2) No person conducting pre-natal diagnostic
procedures shall communicate to the pregnant woman
concerned or her relatives the sex of the fetus by
words, signs or in any other manner.



Pre-natal Diagnhostic Procedures

* Al Gynecological or obstetrical or medical
procedures like-

v'Ultrasonography
v'Fetoscopy

v'Taking or removing samples of
= Amniotic fluids
= Chorionic villi
" Blood
v'Any tissue of a pregnant woman



Forms and documents needed

 Registration certificate of the Radiologists/Sonologists
* Registration certificate

* Register- for records of all Ultrasound and prenatal
diagnostics tests done

* Form F- consent form in all cases
* Form G- consent form for invasive procedure

* Form H- form for recording of all details related to
application, rejection, renewal, surprise visits etc



Registration

 All clinics/ centre/ nursing homes or mobile van
where ultrasound is performed

* No separate registration for number of machines in
the same clinic/centre



Certificate

of Registration

1.

D.

ORIGINAL/DUPLICATE FOR DISPLAY
FORM B
[See Rules 6(2), 6(3) and 8(2)]

CERTIFICATE OF REGISTRATION
(To be 1ssued n duplicate)

In exercise of the powers conferred under Section 19 (1) of the Pre-natal Diagnostic
Techmiques (Fegulation and Prevemtion of Misuse) Act, 1994 (57 of 1094), the
Appropriate Auwthonty ... hereby grants registrabion to the Genetic

ing Centre*/Genetic Laboratory*/Genetic Clinic*/Ultrasound Clinic*/Tmaging
Centre® named below for purposes of camymng out Genetic Counselling/Pre-natal
Diagmostic Procedures®/Pre-natal Diagnostic Tests/ultrasonography under the aforesaid
Act for a peniod of five years endingon ...

This registration is granted subject to the aforesaid Act and Rules thereunder and amy
confravention thereof shall result in suspemsion or cancellation of this Certificate of
Registration before the expiry of the said period of five years apart from prosecution.

Name and address of the Genetic C I
Centre®/ Genetic Laboratory®/ Genetic Climic®/
Ultrasound Clinic*/ Imaging Centre®.

Pre-natal diagnostic procedures® approved for
{(Genetic Clinic).

Non-Invasive

(1) Ultrasound

Invasive

(1) Amniocentesis

(1) Choriondc villi biopsy

(iv) Foetoscopy

(v) Foetal skin or organ biopsy

(v1) Cordocentesis

(vil) Any other (specify)

Pre-natal diagnostic tests* approved (for Genetic
Laboratory)

(] Chromosomal studies

(i}  Biochemical studies

(i}  Molecular stodies

Any other purpose (please specify)

. Model and make of equipments being used (any change

iz to be intimated to the Appropnate Authonty under
mle 13}

. Registration Mo. allotted

. Peniod of vahidity of earlier Certificate of Registration.

(For renewed Certificate of Eemstrahion only) From ...___.__ To ...

Signature, name and designation of



-
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Form F

FORM
[Sea Proviso to Section 4(3), Rule 0(4) and Rule 10( 1_/\)] ; St
FORM FOR MAINTENANCE OF RECORD IN RESPECT OF I‘HI-QN/’V\N{WUM/\N BY GENETIC
CLINIC/ULTRASOUND CLINICAMAGING CENTRE

Name and address of the Genetic

Clinie/Ultrasound Clinic/imaging Centre,

Ragistration No.

Patient's name and her age

Number of children with sex of each child
Husband's/Father's name

Full address with Tel. No., if any

Referred by (full name and address of
Doctor(s)/Genetic Counselling Centre (Referral note
to be preserved carefully with case papers)/self
referral

Last menstrual period/weeks of pregnancy

History of genetic/medical disease in the family

(specify)

Basis of diagnosis:

(a) Clinical

(b) Bio-chemical

(c) Cytogenetic

(d) Other (e.g.radiological, ultrasonography etc.

specify)

Indication for pre-natal diagnosis

A. Previous child/children with:
(i) Chromosomal disorders
(ii) Metabolic disorders
(iif) Congenital anomaly
(iv) Mental retardation
(v) Haemoglobinopathy
(vi) Sex linked disorders

(vii) Single gene disorder
(viii) Any other (specify)

B. Advanced maternal age (35 years)
C. Mother/father/sibling has genetic disease (specify)
D. Other (specify)

Bmdgym carried out (with name qnd registration
o Nad)

) who ;eﬂormed it.

(i) Ultrasound  (specify purpose for which
ultrasound is to done during pregnancy)
[List of indications for ultrasonography of
pregnant women are given in the note
below]

Invasive

(ii) Amniocentesis

(iii) Chorionic Villi aspiration
(iv) Foetal biopsy

(v) Cordocentesis

(vi) Any other (specify)

12. Any complication of procedure — please specify

13.  Laboratory tests recommended®™
(i) Chromosomal studies
(ii) Biochemical studies
(i) Molecular studies
(iv) Preimplantation genetic diagnosis

14. 14. Result of
(a) pre-natal diagnostic procedure

(give details)
(b) Ultrasonography Normal/Abnormal
(specify abnormality detected, if any).

15. Date(s) on which procedures carried out.

16. Date on which consent obtained. (In case of invasive)

k7% The result of pre-natal diagnostic procedure were conveyed to ...
18. Was MTP advised/conducted?

19. Date on which MTP carried out.

Name, Signature and Registration number of the

Date: T
Gynaecologist/Radiologist/Director of the Clinic

Place

DECLARATION OF PREGNANT WOMAN
I, Ms. (name of the pregnant woman) declare that by undergoing ultrasonography
limage scanning etc. | do not want to know the sex of my foetus.

- Signature/Thump impression of pregnant woman

3 Strike out whichever is not applicable or not necessary

DECLARATON OF DOCTOR/PERSON CONDUCTING ULTRASONOGRAPHY/IMAGE SCANNING

1 (name of the person conducting ultrasonography/image sca?TLng) rclecnlzgel
t'hat while conducting ultrasonography/image scanning on Ms. (name oma :an gl
woman), | have neither detected nor disclosed the sex of her foetus to any body in any

i i hy/image scanning/
ature of the person conducting ultrasonography! ;
il gﬁ;ctor or owne’:eol genetic clinic/ultrasound clinic/imaging centre.




Form G

FOEM G
[See Bule 10]
FOBM OF CONSENT
{For imvasive techmigues)

daughter of ... ... AEe ‘years residing at
hﬂﬂrymeﬂutlhmebemvmphmadﬁﬂymepmbablemmmm

Eﬁeclsofﬂmm—nam] dlmprocm
I wish to undergo the pre-impl ion/pre-natal di stic techniguefiestprocedures in ooy own inberest to fnd
ot the possibility of any sbnormality (1.e. di d mity/disorder) in the child I am camying.

I undertske not to terminate the pregnancy if the pre-natal procedurs‘technigquetest conducted show the absence
of disease/deformity/disorder.

Innderstand that the sex of the foetus will not be disclosed to me.

I understand that breach of this undertaking will mske me Lisble to penalty as prescribed in the Pre-natal
Diagnostc Techniques (Fegulation and Prevention of Misuse) Act, 1994 (57 of 1994) and miles framed thereunder.

Diate Signatore of the prepnant woman
Place
I have explained the confents of the above to the patient amd her companion (MName
............................................ Addvess . ... Belatonship ._.._.._.._.._.._..) in a langmage
she! they understamd.
Hame, Signamre sndFegistration number of
Diirector of the Clinic/'Centre/ T aboratory
Date

Mame Address and Begistration nomber of
Genetic Clinic/ Institome

SEAL



Maintenance and preservation of
records

A Register containing the name of the patient and
spouse, address, referring doctor name and date of
the scanning etc to be maintained.

* Signage board in English and in the local language
must be displayed, indicating the fetal sex is not

disclosed in the clinic.

* A copy of the registration certificate shall be
displayed.



Bilingual display of this information is
mandatory

Sao
’

Information Should be Display on =
Notice Board at Every Centre

PRE-NATAL SEX DETERMINATION
(BOY OR GIRL BEFORE BIRTH)
IS NOT DONE HERE.

IT IS A PUNISHABLE ACT i

el 99X gHa gda & ,
(A= B9 A gEa oSl 91 asSa))
1 gEATa A=l 51 ST |
TE SUOSIT 3799 2




Contd..

* Preserve Form F and Form G for all cases.
* All records to be maintained for 2 years.

* In case of medicolegal cases, till the final disposal of
legal proceedings.

 All centres need to send a report of all the tests and
procedures performed by them to the concerned
appropriate authority by 5% of every month.



FormH

FOEM H
[See Fule 8(5)]

FORM FOR MAINTENANCE OF PERMANENT RECORD OF APPLICATIONS FOR GRANT/REIECTION OF
REGISTRATION UNDER THE PRE-NATAL DIAGNOSTIC TECHNIQUES (REGULATION AND PREVENTION
OF MISUSE) ACT, 1984,

1.

2

10

11.

Sl Mo
File mumber of Appropriste Amthority.
Mame Address, PhoneFax etc. of Applicamnt:

Mame and address{es) of Genstic Counselling Centre*/ Genstic
Laboratory*® \GFenetic Chindc® Miresound Clinic* Tmaging Centre®.

Onacome of application (state srantedTejectsd and date of issne of
orders - record date of issue of onder in Form B or Form C).

Registration monber allotted and date of expiry of registration.
Fenewals (date of renewal and renewed wpto]).

Fila her in which ren s dealt.

Additions] information, if amy.
Name, Designation and Signarure of
Appropriste Authority

Guidsnce for Appropriate Awthority

()
®)
©

&)

Form H is 3 permanent record to be maintsined as a register, in the costody of the Appropriate Awthority.

* Mhpans sirike out whichever is not applicable.

On remewsl, the Fegistation Mumber of the Genetic Counselling Cenme/Genetic LaboratoryGenstic
Chmn’U]trssanndC]mmeagmngewmmtdmnge A fresh registration Number will be alloted in the
event of change of ownership or management

allotted a folio consisting of two pages of the Begister for recording Form H.

The space provided for *additionsl information® mayheusedﬁlrmtmdmgsnspensim,cmcellaﬁmls,mjecﬁm
of spplication for renewal, change of cwnership/management, outcome of any legal proceedings, etc.

Every folio (ie. 2 pages) of the Register shall be suthenticated by sipnature of the Appropriste Anthority with
date, and every subsequent entry shall also be similarly aothenticated ™.



Training frequency and audits

* Training to be given to all at induction as well as
department training

e Reorientation training at least every 6 monthly
* Training also needed if amendment occurs

e Audits of PC PNDT compliance should be a part of
monthly MRD audits.



Offences and penalties

» Offenses by persons:
* First offence- 3 years imprisonment and fine Rs 10,000/-

* Subsequent offences: 5 years imprisonment and fine up
to 50,000/-

* The state medical council may suspend the person
for 5 years for first offence and permanently for any
subsequent offence.

e Patient or attendant: 3 months imprisonment and
Rs 1000/- fine or both



Thank you



