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MINISTRY OF HEALTH AND FAMILY
WELFARE

(Department of Family Welfare)
NOTIFICATION

New Delhi, the Ist January, 1996

G.S.R. 1(E).—In exercise of the powers conferred
by section 32 of the Pre-natal Diagnostic Technigues
(Regulation and Prevention of Misuse) Act, 1994
(57 of 1994), the Central Government hereby makes
the following rules, namely:—

1. Short title and commencement,—(1) These
rules may be called the Pre-natal Diagnostic Tech-

niques (Regulation and Prevention of Misuse) Rules,
1996,

(2) They shall come into force on the dato of their
publication in the Official Gazette.

2. Definitions. In these rules, unless the context

otherwise requires,—

(a) “Act” means The Pre-natal Diagnostic Tech-
niques (Regulation and Prevention of Mis-
use) Act, 1994 (57 of 1994);

(b) *“employee” means a person working in or
employed by a Genetic Counselling Centre,
a Genetic Laboratory or a Genetic Clinic,
and includes those working on part-time,
contractual, consultancy, honorary or on any
other basis;

(¢) “Form” means a Form appended to these
tules;

(d) “Schedule’ means & Schedule appended to
these rules;

(e) “‘section’” means a section of the Act; #7
(f) words and expressions used herein and not
defined in these rules but defined in the Act,

shall have the meanings, respectively, assig-
ned to them in the Act.

3. Minimum requirements.—(1) The minimum
qualifications of the employees, the minimum
equipment and minimum place for a Genetic Coun-
selling Centre, Genetic Laboratory and Genetic
(liric shall bz as speeificd in Schedules T, 1 and 111

(2) Where an institute, bospital, nursing home,
or any oplace, hy whatever name called, provides
services jointly of Genetic Counselling Centre, Gunetic
Laboratory and Genetic Clinic, or any combinaticn
of thess, it shall conform to the requircments o
specificd ip Schedules 1, 11 and 11

4. Registraticn of Genetic Counselling Centie.
Genetic Lahoratory and Genetic  Clinic.—(1) An
application or registration skail bz made to the Appro-
priate Authority, in duplicate, in Form A.

(2) The Appropriate Authority, or any perscn in
his office authorised in this behalf, shall acknowledge

receipt of the applicaion for registration, in_the
acknowledgement slip providcd at the, bottom of
Form A, immediately if delivered at tne office of the
Appropriate Authority, or not lator than the next
working day if rcceived by post.

5. Application Fee.—(1) Every applice_xtion for
registraticn under rule 4 shall be accompanied by an
application fee of :—

(a) Rs. 2000.00 for Genetic Counselling Centre,
(b) Rs. 3000.00 for Genetic Laboratory;
(c) Rs. 3000.00 for Genetic Clinic; and

(d) Rs. 4000.00 for an institute, hospital, nursing
home, or any place providing jointly the services of a
Genetic Counsclling Centre, Genetic Laboratory and
Genetic Clinic or any combination of such Centre,
Laboratory or Clinie.

(2) The application fce shall be paid b){ a
demand draft drawn in favour of the Appropriate
Authority, on any scheduled bank located at the
headquarters of the Appropriate Axuthority.

6. Cortificate of registration.~—(1) The Appro-
priate Authority shall, after making fuch enquiry
and after satisfying itself that the applicant has com-
plicd with all the requirements, plece the applicatiov
bofore the Advisory Committee for its advice.

(2) Having regard to the advice of the Advisory
Committce the Appropriate Authority shall grant a
certificate of registration, in duplicate, in Form B
to the applicant. One copy of the certificate  of
registration shall bo displaycd by the registered Gcnc?-
tic Counselling Centre, Genetic Laboratory or Genetic
Clinic at a conspicuous place at its place of
business.

Provided that the Appropriate Authority may
grant a certificate of registration to a Genetic Labo-
ratory or a Genetic Clinic to conduct one pr moTe
specified pre-natal diagnostic tests or proce:dures,
depending on the availability of place, cq_uxpxpcnt
and qualified employees, and standards maintained
by such laboratory or clinic.

(3) If, after enquiry and after giving an oppor-
tunity of being heard to the applicant and having
regard to the advice of the Advisory Committee, the
Apprepriate Authority is satisfied that the applicant
has not complied with the requirements of the Act
and these rules, it shall, for the recasons to be
recorded in writing, reject the application for
registration and communicate such rejection to
the applicant as specified in Form C.

(4) An enquiry under sub-rule (1), including ins-
pection at the premises of the Genetic Counselling
Centre, Genetic Laboratory or Genetic Clinic. shall,
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—

be parrfed out only after due notice is given to the
applicant by the Appropriate Authority.

(5) Grant of certificate of registration or rejection
of application for registration shall b: communi-
cated to the applicant as specified in Form B or
Form C, as the case may be, wiihin a period of
ninety days from the date of receipt of application
for registration.

(6) The certificatc of registration shall oe non-
transferable. In the event of change of ownership
or change of manazement or on ceasing to function
as a Genetic Counselling Centre, Genetic Laboratory
or Genetic Clinic, both copies of the certificatz of
registration shall be surrendered to the Appropriate
Authority.

(7) 1n the event of change of ownership or change
of management of the Genetic Counselling Centre,
Genetic Laboratory or Genetic Clinic, the new owner
or manager of such Centre, Laboratory or Clinic
shall apply afresh for grant of certificate of regis-
tration.

7. Validity of registration.—Every certificate of
registration shall bz valid for & period of five years
from the date of its issue.

8. Renewal of registration.—(1) An application
for renewal of certificate of registration shall be made
in duplicate in Form A, to the Appropriate Authority
thirty days before the date of expiry of the certificate
of registration. Acknowledgement of receipt of such-
application shall be issued by the Appropriate Autho
rity in the manner specified in sub-rule (2) of rule 4,

(2) The Appropriate Authority shall, after holding
an enquiry and after satisfying itself that the applicant
has complicd with all the requirements of the Act and
these tules and having regard to the advice of the
Advisory Committee in this behalf, renew the certi-
ficate of repistration, as specified in Form B, for a
further period of five years from the drate of expiry

of the certificate of registration earlier granted.

(3) If, after enquiry and after giving an oppor-
tunity of being heard to the applicant and having
regard to the advice of the Advisory Committee, the
Appropriate Authority is satisfied that the applicant
has not-complied with the requirements of the Act
and these rules, it shall, for reasons to be recorded in
writing, reject the application for renewal of cert-
ficate of registration and communicate such rejec-
tion to the applicant as specified in Form C.

(4) The fees payable for remewal of certificate
registration shall be one half of the fees provided in
sub-rule (1) of rule 3.

(5) On receipt of the renewed certificate of regis-
tration in duplicate or on receipt of communication
of rejection of application for rencwal, both copies
of the earlier certificate of registration shall be sur-
rendered immediately to the Approripate Authority
by the Genetic Counselling Centre, Genetic Labora-
tory or Genetic Clinic.

(6) In the evznt of failure of the Appropriate
Authority to renew the certificate of registration or to
communicate rejection of application for renewal of
registeation within a period of n'nety days from the
datc of rece’pt of application for rencwal of regis-
tration, the certificate of registration shall be dzcmed
to have been renewed.

9. Maintenance and preservation of records.—
(1) Bvery Genetic Counsell'ng Centre, Genetic Lab-
oratory and Genetic Clinic shall maintain a register
showing, in scrial order, the names and addresses
of the womon given genetic counsellirg, subjccted to
pre-natal diagnost'c procedures or pre-natal dia-
gnostic tests, the names of their husbands or fathers
and the date on which they first roported for such
counselling, procedure or test.

(2) The record to be ma’ntained by every Genetic
Counelling Centre, in ruspect of each woman ccunsel-
led, shall be as specified in Form D.

(3) The record to be maintaincd by every Genetic
Laboratory, in respect of each woman subjected to
any pre-nata) dizgnostic test, shall be as specified in
Form E.

(4) The record to be maintained by every Genetic
Clinic, in respect of each woman suhjected to any pre-
natal diagnostic procedure, shall be as specified in
Form F.

(5) The Appropriatc Autherity shall maintain a
permanent record of applications for grant or renewal
of certificate of registration as specified in Form H,
Letters of intimation of every change of employee,
place, address and equipment installed shall also be
preserved a  permament records.

(6) All case related-recoras, forms cf consent,
tabaratory results, microscopic pictures, scnogaphic
platos or slides, rccommendations and lctters shall
be preserved by tho Genetic Counselling Centre,
Genetic Laboratory or Genetic Clinic for a pericd of
two years fiom the date cf completion of counsel-
ling, pre-natal diagnostic proccdure or pre-natal
diagnostic test, as the case may be. In the event of any
legal proceedings, the records shall be pressrved till
th=final disposal of legal proceedings, cr till the expiry
of the said period of two years, whichever is later,

(7) In case the Genctic Counsclling Centre or
Genotic Laboratory or Genetic Clinic maijntains
fecerds on computer or other electronic equipment
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a printed copy of the record shall be taken and pre-
served after authentication by a person responsible
for such record.

10. Conditions for copducting pre-natal diagno-
stic prcedures. (1) Before conducting any pre-natal-
diagnost:c procedure, a written consent, as specified
in Form G, in 3 language the pregnant woman under-
stands, shall be obtained irom her:

Provided that where a Genetic Clinic has takena
sample of any body tissue or body fluid and sent it
to a Genetic Laboratory for analysis or test, it shall
not bo necessery for the Genetic Laboratory to obtain
a fresh consent in Form G.

(2) All the State Governments 2nd Union terri-
tories may issue trenslation of Form G in languages
used in the State or Union territory and where no
official translation in a languge understood by the
pregnant womsn is available, the Genetic Clinic may
iranslate Form G into a lapguage she understands.

11. Facilities for inspection.—Every  Genetic
Counselling Centre, Genetic  Laboratory and
Grenetic Clinic shall afford | reasonable facilities
for inspection of the place, equipment and records
to the Appropriate Authority or to any other
person authorised by the Appropriate Authority in
this behalf.

12. Procedure for search and seizure—.(1) The
Appropriate Authority or any officer authorised in
this behalf may enter and search at all reasonable
times any Genetic Counselling Centre, Genetic Lab-
oratory or Genetic Clinic, in the presence of two or
more independent and respectable persons, for the
purposes of section 30.

(2) Alist of any document, record, register, book,
pamphlet, advertisement or any other material object
found in the Genetic Counselling Centre, Genetic
Laboratory or Genetic Clinic and seized shall be pre-
pared induplicate at the place of effecting the seizure.
Both copies of such list shall be signed on every page
by the Appropriate Authority or the officer authorised
in this behalf and by the witnesses to the seizure:

Provided that the list may be prepared, in the pre-
sence of the witnesses, at a place other than the place
of seizure if, for reasons to be recorded in writing,
it is not practicable to make the list at the place of
effecting the seizure.

(3) One copy of the list referred to in sub-rule (2)
shall be handed over, under acknowledgement, to the
person from whose custody the document, record,
register, book, pamphlet advertisement or any other
material object have been seized:

Provided that a copy of the list of such document,
record, register, book, pamphlet, advertisement or

;other material object seizcd may be deliveitd under
acknowledgement, or sent by registered post to the
owner or manager of the Genetic Counselling Centre,
Genetic Laboratory or Genetic Clinic, if no person
acknowledging custody of the document, record,
register, book, pamphlet, advertisement or other
material object seized isavailableattho place of effect-
ing the seizure,

(4) If any material object seized js perishable in
nature, the Appropriate Authority, or the officer aut-
horised in this behalf shall make arrangements prom-
ptly for sealing, identification and preservation
of the material object and also convey it to 2 facility
for analysis or test, if analysis or test be required:

Provided that the refrigerator or other equipment
used by the Genetic Counselling Centre, Genetic
Laboratory or Genetic Clinic for preserving such
perishable material object may be sealed wntil such
time as arrangewonts can be made for safe removal
of such perishable material object and in such event-
uality, mention of keeping the material object seized,
on the premises of the QGenetic Counselling Centre or
Genetic Laboratory or Genetic Clinic shall be made
in the list of seizure

(5) In the case of non-complet.cn of search and
seizure operation, the Appropriate Authority or the
officer authorized in this behalf may make arrange-
ments, by way of mounting a guard or scaling of
the premises of the Genetic Counselling Centre,
Genetic Laboratory or Genetic Clinic, for safe keeping,
listing and 1emoval of docurcents, records, book cr
any other material object to be seized, and to pre-

. vent any tampering with such documents, records,

books or any other material object.

13, Intimation of changes ir cmployees, place or
cquipment.—Every Genetic  Counselling  Centre,
Genetic Laboratcry or Genetic Clinic sholl intimate
every change of cmployee, place, address &nd equip-
ment installed, to the Approprigte Authority within a
pericd of thirty days of such change.

14. Conditions for anelysis or test and pre-natal
diagnostic procedures. (1) No Genetic Labcratory
shall accept for analysis or test any sample, unless
referred to it by a Genetic Clinic.

(2) Bvery pre-natal diagnostic praceduse  shall
invariebly be immcdiately preceded by locating the
foetus and placenta through ultrascnography, and
the pre-natal diagnostic procedure shall be done
ander dircct ultrasonographic mcnitoring so as to
prevent any damage to the foetus and placenta.

15. Meetings of the Advisory Committces.—The
intervening perind between any two meetings of
Advisory Commitiees constituted ander sub-sevtion



[wvr LT—mrow 3 (i} [

WG BT e O T 21

() of section 17 to advise the appropriate Authority
shall not exceed sixty days.

16, Allowances to members of the Central Super-
visory Board.—(1) The ex-officio members, and other
Central and State Government officers appointed to
the Boird will be entitled to Tiavellng Allowance and
Daily Allowance tor attend'ng the mectings of the
Borrd as per the Travelling Allowarnces rules appli-
cable to them.

(2) The non-official members appointed te, and
Members of Parliament el.cted to, tl.e Board will be
entitled to Travelling Allowance and Daily Allowance
for atlending the meetings of the Beard as admissible
to non- officials and Members of Parlinment, as the
case may be, under the Travelling Allowances rules
of the Central Government.

17. Public Information.—(1) Eveiy Genetic
Counselling Centre, Genetic Laboratory 2and Genetic
Olinic shall prominently display cn its premises a

notice in English and in the local language or langu-
ages for the informatton of the public, to the effect
that disclosure of the sex of the foetusis  prohibited
under law. 7

(2) At least one copy each of the Act and these
riles shall be avajlable on the premires cf every Ge-
netic Counsell'ng, Centre, Genetic Laboratory and
Genetic Clinic, #nd shall be made available to the
clieatsle on demand for persuai.

(3) The Appropriate  Avthority, the Central
Government the State Government, and the Govern-
ment/Administration of the Union territory may
publisk perioaically lists cf registered Genetic Counsel-
ling Centres, Genetic Laboratores and Genelic
Clinics and fndings from the reports and other intor-
mation in their possession, for the information of the
public and ior use by the experts in the feld.

[No. 23011/59/94-PLY |
K. S. SUGATHAN, Jt. Secy.

SCHEDULE 1
[See rule 3 (1) ]

REQUIREMENTS FOR REGISTRATION OF A
GENETIC COUNSELLING CENTRE

A, PLACE
A room with an area of seven (7) square metres.
B. EQUIPMENT A
Bducational charts/models.
C. FMPLOYEES :
Any one of the following :—
(1) Mcdical Geneticist.

(2) Gynaecologist with 6 months oxperience, in genetic counsclling, or having completed 4 weeks' tra'ning in

genetic counselling.

(3) Paediatrician with 6 months experience in genotic connselling, or having completed 4 wecks’ tiaining in

genetic counselling.

SCHEDULER II
[ Sec rule 3(1)]

REQUIREMENTS FOR REGISTRATION OF A
GENETIC LABORATORY

A. PLACE
A room with adequate space for carrying out tests.
B. EQUIPMENT

These are categorised separately for each of the undermentioned studies.

Chromosomal studies :

(1) Laminar flow hood with ultraviolet and Huorcscent light or other suitable culture hood.
(4} Photo-micrestope with fluorescent souscs of fight.
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(3) Inverted microscope.

(3) Incubator and oven

(5) Carbon dioxide incubator or closed system with 53 CO2 atmosphere

(6) Autoclave. ‘ ‘

(7) Refrigerator.

(8) Water bath.

(9) Centrifuge.

(10) Vortex mixer

(11) Magnetic strirrer.
" (12) pH meter.

(13) A sensitive balance (preferably clectronic) with sensitivity of 0.1 miligram
(14) Double distillation apparatus (glass). '

Biochemical studies :
(requircments according to tests to bo carried out)

(1) Laminar flow hood with ultraviolet and fluorescent light or other suitable culiure hood.

(2) Invertcd microscope.

(3) Incubator and oven

(4) Carbon dioxidc incubator or closed system with 53¢ GO? atmosphere.
(5) Autoclave.

(6) Refrigerator.

(7) Water bath

(8) Centrifuge.

(9) Electrophoresis apparatus and power supply.

(10) Chromatography chamber.
(11) Spectro-photometer and Elisa reador or Radio ~immunoassay system (with gamma beta-counter) or fluoro-

meter for various biochemical tests.
(12) Vortex mixer. -
13) Magnetic stirrer.

(14) pH meter.
(15) A sensitive balance (preforably electronic) with sensitivity of 0.1 miligram.

(16) Double.distillaticn appratus (glass).
(17) Liquid nitrogen tank.

Molecular studies :
(1) Inverted microscope.
(2) Incubator,
(3) Oven.

(4) Autoclave. ‘
(5) Refrigerators (4 degroc and minus 20 degree Centigrade)

(6) Watcr bath.
) Microcentrifuge.
(8) Electrophoresis appratus and power supply.
(9) Vortex mixer.
(10) Magnetic stirrer.

(11) pH meter.
(12) A sensitive balance (proferably electronic) woth sensitivity of 0.1 miligram.

(13. Double distillation apparatus (glass)
(14) P.C.R. machine.

(15) Rofrigerated centrifuge.
(16) U.V. Illuminator with photographic attachment or other documentation system.

(17) Precision micropipettes.

C. EMPLOYEES :
(1) A Medical Geneticist
(2) Alaboratoryte choician having a B.S.c. degree in Biological Sciences or 8 degree or a diploma in medical
laboratory course with 2t least one yoar's experience in conducting zppropriate pre-nataldizgnostic tests.



e I~y 3(i)] WO W WO WETAIC 23

- -1

A,

SCHEDULE I1I
[See rule 3(1))

REQUIREMENTS FOR REGISTRATION OF A
GENETIC CLINIC

PLACE
A room with an area of twenty (20) square metres with appropriate aseptic arrangements.

B. EQUIPMENT

M

)

3
@

Equipment and accessories necessary for carrying out clinical examination by an  obstertician/gyn’ aeco-
logist.

Equipment, accessories, materials and other facilities required for operations envisaged in the Act.

*(a) An ultra-sonography machine.

*(b) Appropriate cathethers and equipment for carrying out chorionic villi aspirations per vagina or per
abdomen.

*(c) Appropriate sterile needles for amniocentesis or cordocentesis.

(d) A suitable foetoscope with appropriate accessories for foetoscopy, foetal skin or organ biopsy or foetal
blood sampling shall be optional.

Equipment for dry and wet sterilization .

Equipment for carrying out emergoncy procedures such as ovacuation of uterus or resuscitation in case
of need.

C. EMPLOYEES

)

(2)

A gynaecologist with adequate experience in pre-natal diagnostic procedures (should have performed gt-
least 20 procedures under supervision of a gynaecologist experienced in the procedure which is going to be
carried out, for example chorionic villi biopsy, amniocentesis, cordocentesis and others as indicated at
B above). ‘

A Radiologist or Registered Medical Practitioner for carrying out ultrasonography. The required ex-
perience shall be 100 cases under supervision of a similarly qualified person experienced in these techniques

*These constitute the minimum requirement of equipment for conducting the relevant procedure,

FORM A
[See rules 4(1) and 3(1)]

(TO BE SUBMITTED IN DUPLICATE)
WITH SUPPORTING DOCUMENTS AS ENCLOSURES, ALSO IN DUPLICATE

FORM OF APPLICATION FOR REGISTRATION OR RENEWAL OF REGISTRATION OF A GENETIC

1.

COUNSELLING CENTRE/GENETIC LABORATORY/GENETIC CLINIC*

Name of the applicant

(specify Sh./Smt./Kum./Dr.)

2. Address of the applicant

3. Capacity in which applying

(specify owner/partner/managing director/other-to be
stated)
Type of facility to be registered

(specify Genetic Counselling Centre/Genetic Labo-
ratory/Genetic Clinic/any combination of these)

Full name and address/addresses of Genetic Counselling
Centre/Genetic Laboratory/Genetic Clinic with Tele-
phone/Telegraphic Telx/Fax E-mail numbers.
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10,

11.

lzo

13.

14,

15.

Type of ownership and organisation (specify individual
owaership/partnership/company/co-operative/any other).
In case of type of orgenisation other than individual
ownership, furnish copy of articles of assocjation and
names and addresses of other persons responsible for
management, as enclosure.

Type of Institution (Govt. Hospital/Municipal Hospital/
Public Hospital/Private Hospital/Private Nursing Home/
Private Clinic/Private Laboratory/any other to be stated.

. Specific prenatal diagnostic procedures/tests for which

approval is sought (for example amniocentesis, chorionic
villi aspiration/chromosomal/biochemical/molecular
studies etc).

Leave blank if régistration sought for Gcnetid Councelling
Centre only

(a) Space available for the Counselling Centre/Clinic/
Laboratory give total work area excluding lobbies.
waiting rooms, stairs etc. and enclose plan)

Equipment available with the make and model of each
equipment. List to be attached on a separate sheet).

(a) Facilities available in the Counselling Centre.

(b) Whether facilities are available in the Laboratory/
Clinic for the following tests:

(i) Ultrasound

(ii) Amniocentesis

(iii) Chorionic villi aspiration

(iv) Foetoscopy

(v) Foetal biopsy

(vi) Cordocente: is
(c) Whether facillties are available in the Laboratory,

Clinic for the following -

(i) Chromosomal studies
(ii) Biochemical studies

(iii) Molecular studies
Names, qualifications, experience and registration num-
ber of cmployecs. May be furnished as an enclosure.
(Refer Schedules I, IT or IIT)
State whether the Genetic Counselling Centre, Genetic
Laboratory/Genetic Clinic* qualifies for registration in
terms of minimum requirements laid down in Schedule
T, 1T and 111 and if not, rcasons therefol,
For renewal applications only :
(2) Repistration No,
Yo) Date of issue and date of expiry of existing corti-
ficate of registration.
List of Enclosures :
Pleasc attach a list of enclosures giving the supporting
documents enclosed to this application.

Date :
Place :

(

)

Name and signature of applicant
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DECLARATION

L S Smt UM Dr. son/
daughter/Wile  Of. . o e e e

......................................................................................

hercby declure that T hav: read and understood the Pre-natal Diagnostic Techniques (Rogutation and Prevenhon Of
Misuse) Act, 1994 (57 of 1994} and the Pre-natal Diuagnostic Techniques (Regulation and Prevention of Misuse),
Rules, 1995

(ii) 1also undertake to explsin the said Act and Rules to all employees of the Genetic Counsolling Centre/
Genetic Laboratory/Genetic Clinic in respect of which registration is sought and to onsure that Act and rul.s aco fully
complied with

Name and signature o1 applicant
Date :

Placo :

*Strike out whichever is not dpphcﬁblc or not necessary, All enclosures are to be authenticated by signatvt©
ot the applicant,

ACKNOWLEDGEMENT
[Sce rules 4(2) and 8(1)]

The application in Form A in duplicate for grant*/renewal* of reg'strat'on of Genet'c Ceunselling Contre®/
Genetic Laboratory  Genctie G mie® Dy ittt e ettt e et e e st e s et e e e
................................................................................................. {(Nams and address of apphcant) has
been reccived Dy the A DD oD AIE A OTIlY Lo ottt e s et e ettt teree e e ee e aearaateraeaanns JUTT

.......................................................................................................................................................

*The list of enclosures attached to the application in Form A has been  verified with the cnclosures subm’tted

and found to be correct.
OR

*On verification it is found that following documents mentioned in the list of enclosures are not actually
enclosed.

This acknowledgement does not confer any r'ghts on the appl cunt for grant or rencwal of registration.

Sigrature and Designation of
Appropriate Authority, or anthorized
person in the office of the Appropriae
Authority,

Date :

SEAL

*Strike out whichever is not applicablc or now necessary.
1 GI/96—4
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ORIGINAL*
DUPLICATE FOR DISPLAY
FORM B
[See rules 6(2), 6(5) and 8(2)]

CERTIFICATE OF REGISTRATION
{To be issued in duplicote)

1. Inszzccise of the powers conforced under section 19(1) ¢f the Prenstal Diagncst'c Teetniques (Repulation
and Prevention of Misusc) Act, 1994 (57 of 1994), the Appropriate Authority......oovoveviiis e,

....................................................................................... he ehy prants registigtion to the Gonetic Counsell-
irg Cent e*/Genetic Lzbo tory*/Genetic Cl nic* named below for puiposes of cairying ovt Genetic Counscll ng¥/
Pr -natalDirgnositic Pr codures*/Pr.natal Diagnostic Tests* as defined in the aforesaid Act for a period of five
years ending on

..........................

2. This registration is granted subject to the aforesaid Act and Rules thereunder, and any contravention thereof

shall result in suspension or cancellation of this Certificate of Registration before the expiry of the said period of
five years.

A. Name and address of the Genetic Counselling Centre*/Genetic Laborarory*/Genetic Clinic*
B. Name of Applicant for registration
C. Prenatal diagnositic procedures approved for (genetic clinic)

(i) Ultrasound

(il) Amniocentesis

(iii) Chorionic Villi biopsy

(iv) Foetoscopy

(v) Foetal skin or organ biopsy
(vi) Cordocentesis,
(vii) Any other (specify)

D. Prenatal diagnostic tests* approved (for Genetic Laboratory)

(i) Chromosomal studies
(il) Biochemical studies
(ili) Molecular studies

3. Registration No. allotted

4, For renewed Certificate of Registration only

Period of validity of earlicr CertificateFrom.,.,..............ccovvvvveronn. . To
Registration.

Signature ,namefand designation of the
Appropriate  Authority

Date

SEAL

Ju——

*Strike out whichever is not applicable or necessary.

DISPLAY ONE COPY OF THIS CERTIFICATE AT A CONSPICUQUS PLACE AT THE PLACE OF
BUSINESS.



[y Ty a(i)] e 1 TNTA - FHACT 27

FORM C
(Sce rules 6(3), 6(5) and 8(3)]

REJECTION OF APPLICATION FOR REGISTRATION OR
RENEWAL OF REGISTRATION

In exercise of the powers conferred under section 19(2) of the Frenatal Disgnostic Techniques (Rigulet'cn erd
Prevention of Misuse) Act, 1994 the Appropriate ABROTIEY.....cooiiiniiiiiiiieiiniiiniiineinie e as he ¢by rejects
the application for grant*/renewal* cf registraticn of the Genetic Counsclling Cuntre*/Genct.e Lebeictcry, Gact.c
Clinic* named below for the reasons statcd.

Namo and address of the Genet'¢ Coonsell ng Centre*/Genetic
Laboratory*/Genetic Cl nic*

Name of Appl'cant who has applicd for registration

Reasons for rejoction of application for registraticn

Signature, name and designation of
Appropriato Authority

........................

Date
SEAL

*Strike out whichever is not applicable or nceessary.

FORM D
[See rule 9(2)]

NAME ADDRESS AND REGISTRATION. NO OF GENETIC COUNSZELLING CENTRE
RBCORD TO BE MAINTAINED BY THE GENETIC COUNSELLING CENTRE

. Patient's name

Age

. Husband's/Father’s name

. Full address with Tel. No. if any

Reforrcd by (Full name and address of Doctor(s) with registration
No.(s) (Referral note to be preserved carefully
with case papers)

oA W e

6. Last menstrual pericd/............... weeks of pregnancy
7. History of genetic/medical disease in the family (specify)

Basis of diagnosis:

(a) Clinical

(h) Bio-Chemical

(c) Cyto-genetic

(d) Other (o.g. radiological)
8, Indication for prenatal diagnosis™

A. Previous child/children with:

(i) Chromospmal disorders

(ii) Metabolic disorders

(iii) Congenital anomaly
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(iv) Mcatal rotardat on
(v) Hacmoglchinopathy
(vD) Sex linked disorders
(vii) Any other (specify)
B. Advanced maternal age (—35 yeiis)
C. Mother/father/sibling has genotic disease (specify)

D. Others (specily)

9. Procedure advised®
(1) Ultrasourd
(3"} Amniocentesis
(ii{) Chorion.c Villi biopsy
(iv) Foctoscopy
(v) Fectal skin or orgen biopsy
(vi) Cordocentesis
(vii) Any other (specify)
10. Laboratory tests to be carried out
(i) Chromosomal studies
(i) Biochemical stud es
(iii) Molecular studies

. Roesult of prenatal diagnosis:
If abnormal give details.

i1

. Was MTP adviscd?

. Name and address of Genetic Clinic*
to which patient referred,

12
13

Normal/Abnormal

14, Dates of commencement and complet'on of genetic counsell.ng.

Date

Name, Signature and Registration No.
of the Mcdical Geneticist/Gynaccologist/
Pacdiatricirn,

«Strike out whichever is not applicable or not necessary.

Form E

[See rule 9 (3)]

NAME, ADDRESS AND REGISTRATION NO. OF GENETIC LABORATORY
RECORD TO BE MAINTAINED BY THE GENETIC LABORATORY

1. Patient’s name

2, Age

3, Husband's/Father's name

4, Full address with Tel. No., if any

5. Referred by/sample sent by (full name and address
of Genetic Clinic (Referral note to be preserved care-
fully with case paper).

6. Type of sample : Maternal blood/Chorionic villus

sample/amniotic fluid/Foetal blood or other foetal tissue

(Specify)
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7. Specify indication for prenatal diagnosis
(A) Previous Child/children with:
(i) Chromosomal disorders
(i) Metabolic disorders
(iii) Malformation(s)
(iv) Mental retardation
(v) Hereditary hasmolytic anaemia
(vi) Sex linked disorder
(vil) Any other/(specify)
(B) Advunced maternal age {—35 years)
(C) Mother/father/sibling has genetic disease
(specify)
(D) Other /speicty)
8, Laboratory tests carried out (give details)
(i) Cromosomal studies
(i) Biochemical studics
(iil) Molecular studies

9. Result of pre-natal diagnosis: Normal/Abnormal
if abnormal, give details

10. Date(s) on which tests carried out
The results of the pre-nataldiagnostic tests were conveved 1o

........................
..............

Date Name, signature and Registration pumber of the
Medical Geneticist

Form F
[See role 9 (4))

NAME, ADDRESS AND REGISTRATION NO. OF GENETIC CLINIC
RECORD TO BE MAINTAINED BY THE GENETIC CLINIC

. Patient’s name

. Ago
Husband’s/Father’s name

Full Address with Tel, No.. if any

R

Referred by (full name and address of doctor(s)/Genetic
Counscliing Centre (Referral note to be preserved
" carefolly with case papers).

6. Last menstroal period/......weeks of pregnancy.

7. History of genetic/madical disease in the family
(specify).

Basis of diagnosis:

() Clinical

(b) Bio-Chemical

(e) Cyto-gonsiic

(d) Other (o.8. radiological-s pecify)
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8, Indication for prenatal disgnosis
(A) Previous child/children with:
(i) Chromosomal disorders
(i) Metabolic disorders
(3ii) Congenital anomaly
(iv) Mental ratardation
{(v) Haemoglobinopathy
(vi) Sex linked disorder
(vii) Any other (specify)
(B) Advanced maternal age (—35 years)
(C) Mother/father/sibling has genet'c discase (specify)
(D) Other (specify)
9. Procedures carried out (with name and registration No.

of Gynaecologist/Radiologist/Registered Medical
Practitioner) who performed it.

(i) Ultrasound
(ii) Aminiocontesis
(iit) Chorionic Villi aspiration
(iv) Foetal biopsy
(v) Cordocentesis
(vi) Any other (specify)
10. Any complication of procedure—~please specify
{1. Laboratory tests recommended™
(i) Chromosmal studies
(ii) Biochemical studies
(i) Molecular studies
12. Result of pre-natal diagnostic procedure and specify Normal/Abnormel
abnormality detected, if any.
13, Was MTP advised/cenducted
14, Date(s) on which procedures carried out,
15. Date on which MTP carried out,
16. Date on which consent obtained.
17. The result of pre-natal diagnostic procedurc were

conVOYRA 10 . iiiri i
............. 0 ) 1 T PN
Dato Name, signature and Regstration number of the
Place Gynaccologist/Rediclogist/Registered Medical Prac-

titioner

* Strike out whichever is not appliable or not necessary.
FORM G
[See rule 10)]

FORM OF CONSENT
| P P PP PRIy P PP wifo/daughter of ...... ...

........................................................................................................

-----------------------------------------------------------------------------------------------------------------------------------------------------
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ergo the pre-natal diagnostic procedures in my interest to find out the possibility of

procadures. I wish to und
,ﬂ#" TY Do

I undertake not to terninate the prognancy if the pre-natal procedure and any pre-netal tests conducted show
the absence of deformity or disorders. I understand that the sex of the foetus will not be disclosed to me.

Tunderstand that breach of this undertaking will make me liable to penalty as prescribed in the Pre-natal Dia-
gnostic Techniques (Regulation and Prevention of Misuse) Act, 1994 (57 of 1994).

Date Signature

Place

1 have explained the contents of the above consent to the patient and her companion (Name........................

............................................................................................................ Address........ooviiiiiiiiiiiinn,
relatioNSHID. o ir i ) in a lagnague she/they understand. )
Date Name, signature and Registration number of Gynae-

cologist

Name, address and Registration number of Gene-
tic Clinic

FORM H
[See rule 9(5)]

PERMANENT RECORD OF APPLICATION FOR REGISTRATION, GRANT OF REGISTRATION,
REJECTION OF APPLICATION FOR REGISTRATION AND RENEWALS OF REGISTRATION

1, §). No.

2, File number of Appropriate Authority.

3. Date of receipt of application for grant of registration.
4, Name, Address, Phone/Fax etc, of Applicant,

5. Name and addresy (es) of Genetic Counselling Centre*/ Genetic
Laboratoy*/ Genetic Clinic.*

6. Date on which case considered by Advisory Committee
and recommendation of Advisory Committee, in summary.

7. Outcome of application (state granted/rejected/and date
of issue of orders).

8y Registration number allotted and date of expiry of re-
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Guidance for Appropriate Auihority

(3) FormHisa permament reocrd to be maintained as & register, in the custody of the Appropriate Authority,

{b) *means strike out weilher.is not applicable.

(c) Against item 7, record date of issue of order in Form B or Form C.

(d) On renowal, the Registration Number ol the Genetic Couselling Centre/Genetic Laboratory/CGenetic Clinic
will not change. A fresh registration Number wiil b allotted in the event of change of ownership or munagement.

(¢) Wo registration number shall be allotted twice.

(f) Each Genetic Counsellng Centre/Genetic Laboratory/Genetic Clinic

may be  allotted o folio consisting
of two facing pages of the Register for recording Form H,

(g) The space provided for ‘additional information’ may be used for recording suspension, cancellations,

rzjection of application for renewal, change of ownership/management, outcome of any legal procecdings,
ete.

(h) Every tolio (i.e. 2 puges) of the Register shall be uathenticated by signature of the Appropriate Authority.
with data, and every subsequent entry shall also be similarly authenticated.
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