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THE PRE-NATAL DIAGNOSTIC TECHNIQUES (REG,"­

LATION AND PREVENTION OF MISUSE) ACT, 1994, 

No, 57 of 1994. 

[20th September. 1994] 

An Act to provide for the regulation of the use of pre� 
Gatal diagnostic techniq ues for the purpose of detecting 
genetic metabolic disorders or chromosomal abnormalit ies 
or certajn congenital malformations or sex linked disor� 
clefS and for the prevention of the misuse of such tech· 
niqucs for the purpose of pre-natal sex determination 
leading to female foeticide, amI for matters conuect=d 
therewith or incidental, thereto. 

Be it enacted by parliament in the Forty-fifth Year of 
the Republic of India as follows:-

CHAPTER I 

PRELIMINARY 

1. (1) This Act may be called the pre-natal Diagnos- Short \itle. 
tic Techniques (Regulation and Prevention of Misuse) extent and 
Act, 1994. commence­

(2) It shall extend to the whole of India except mo"t. 
the State of Jammu and Kashmir. 

(3) It shall come into force 0" such date as the 
Central Government may, by notification in the Official 
Gazette, appoint. 

2. In this Act, unless the context otherwise requires,­

(a) " Appropri ate Authority " means the Appro .. 
priate Authority appointed under section 17; 

(b) "Board " means the Central Supervisory 
Board constituted under section 7; 

(c) " Genetic Counselling Centre" means an insti .. 
tute, hospital, nursing home or any place. by whatever 
name called, which provides for genetic counselling to 
patients; 

(d) " Genetic Clinic" means a clinic, institute, hos­
pital, nursing home or any place, by whatever name 
caBed, which is used for conducting pre-natal diagnostic 
procedures; 

• 
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(e)" Genetic Laboratory" means a laboratory 
and includes a place where facilities are provided for 
conducting analysis or tests of samples received from 
Genetic Clinic for pre�nataI diagnostic test; 

(f) " gynaecologist 
possesses a post�graduate 
logy and obstetrics; 

" means a person who 
qualification In gynaeco-

(g)" medical geneticist "means a person who 
possesses a degree or diploma or certificate in medical 
genetics in tbe field of pre-natal diagnostic techniques 
Of has experience of not less than two years in such 
field after obtaining-

Ex-84/98 

(i) " any one of the medical qualifications recognised 102 of 1956. 
under the Indian Medical Council Act, 1956; or 

(ii) " a post-graduate degree in biological sciences; 

(b) " paediatrician ,. means a person who possesses 
a post-graduate qualification in paediatrics; 

(i) H pre-natal diagnostic procedures " means all 
gynaecological Of obstetrical or medical procedures 
such as ultrasonography foetoscopy, taking or remo­
ving samples of amniotic fluid, chorionic villi, blood 
or any tissues of a pregnant woman for being sent to a 
Genetic Laboratory or Genetic Clinic for conducting 
pre-natal diagnostic tests; 

(j) " pre-natal diagnostic techniques" includes all 
pre-natal diagnostic procedures and pre-natal diag­
nostic tests; 

(k) " pre-natal diagnostic test" means ultraso­
nography or any test or analysis of amniotic fluid, 
chorionic villi, blood or any tissue of a pregnant woman 
conducted to detect genetic or metabolic disorders or 

chromsomal abnormalities or congential anomalies or 
naemoglobinopathies or sex-linked diseases; 

(1) "prescribed " means prescribed by rules made 
under this Act; 

(m) H registered medical practitioner " means a 
medical practitioner who posseSbes any recognised medi­
cal qualification as defined in clause 

(h) of section 2 of the Indian Medical Council 102 of 1956. 
Act, 1956, and whose name has been entered in a State 
Medical Register; 
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(n) "regulations" means regulations framed by 
the Board under this Act. 

CHAPTER n 

REGULATION OF GENETIC COUNSELLING CENTRES, GENETIC 
LABORATORIES AND GENETIC CLINICS 

3. On and from the commencement of this Act,-

(1) no Genetic Counselling Centre, Genetic Labo­
ratory qr Genetic Clinic unless registered under this Act, 
shall conduct or associate with, Of help in conducting 
activities relating to pre-natal diagnostic techniques ; 

(2) no Genetic Counselling Centre, Genetic Labora­
tory or Genetic Clinic shall employ or cause to he 
employed any person who does. not possess the pres­
cribed qualifications: 

0) no medical geneticist. gynaecologist paediatrician 
registered medical practitioner or any other person shall 
conduct or cause to be conducted or aid in conducting 
by himself or through any other person, any pre-natal, 
dIagnostic techniques at a place other than a place 
registered under this Act. 

CHAPTER III 

Regulation 
of Genetic 
Counsel­
ling Cen­
tres, Gene­
tic Labora­
tories and 
Genetic 
Clinics. 

REGULATION OF �RE-NATAL DIAGNOSTIC TECHNIQUES 

4. On and from the commencement of this Act,-

(1) no p1ace including a registered Genetic Counsel­
ling Centre or Genetic Laboratory or Genetic CLt:ic 
shall be used or caused to ,be used by any person for 
conducting pre-natal diagnostic techniques except for the 
purposes specified in clause (2) and after satisfying any 
of the conditions specified in clause (3); 

(2) no pre-natal diagnostic techniques shall be coco­
dueted except for the purposes of detection of any of 
the following abnormalities, namely :-

(i) chromosomal abnormalities; 

(ii) genetic metabolic diseases; 

(iii) haemoglo binopatbies ; 

(iv) sex-linked genetic diseases; 

Regulation 
of pre­
natal diag­
nostic 
techniques. 
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(v) other abnormalities or disea�es as may be 
specified by the Central Supervisory Bo�ud; 

(3) no pre-natal diagnostic techniques shall be used 
or conducted unless the person qualified to do so is 
satisfied that any of the following conditions are fulfilled. 
namely .-

(i) age of the pregn3.nt wom::lTI is above thirty ­
five years: 

(ii) the pregant woman has undergone of two 
or more spontaneous abortions or foetal loss; 

(iii) the pregnant woman had b�en exposed 
to potentiaIIy teratogenic agents such as drugs, ra­
diation. infection or chemicals; 

(iv) the pregnant woman has a family history 
of mental retardation or physical deformities such 
as  spa sticity or any other gene::ic disease ; 

(v) any otber condition as may be specified 
by the Central Supervisory Board ; 

(4) no person, being a relative or the husband of 
the pregnant woman shall seek or encourage the conduct 
of any pre-natal diagnostic techniques on her except for 
the purpose specified in clause (2). 

Written 
consent of 
pregnant 
woman and 
prohibition 
of communi· 
eating the sex 
of foetus. 

5. (I) No person referred to in clause (2) of section 3 
shaH conduct the pre-natal diagnostic pro:edures unless-

(a) he has explained all krown side and after 
effects of such procedures to the pregnant woman 
concerned; 

(b) he bas cbtained in the prescribed form 
her written consent to undergo such procedures in 
the language which she understands ; and 

(c) a copy of her written consent obtained 
under clause (b) is given to the pregnant woman. 

• 

(2) No person conducting pre-natal diagnostic pro­
cedures shall communicate to the pregnant woman con� 
cerned or her relatives the sex of the foetus by words, 
signs or in any other manner. 

Ex-84/98 
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6. On and from the commencement of this A ct .-

(a) no Gem.tic Counse1ling Centre or Genetic 
Laboratory or Genetic Clinic shaH conduct or cause to 
be conducted in its Celitre, L?,boratory or Clinic, pre­
natal diagnostic l'echniques ilicludi:1g ultrasoncgmrby for 
the purr ose of determining the sex of a foetus; 

(b) no person shall conduct Of cause to be conduc­
ted any pre-natal diagEostic techniques including ultr�­
sonography for the purpose of determining the sex of 
a foetus. 

CHAPTER IV 

CENTRAL SUPERVISORY BOARD 

7. (1) The Central Government shall constitute a 
Board to be known as the Central Supervisory Board to 
exercise the powers and perform the functions conferred 
on the Board under this Act. 

(2) The Board shall consist of-

(a) the Minister in charge of the Ministry or 
Department of Family Welfare , \yho shall be tbe Chair­
rr.an, ex-officio: 

(b) the Secretary to the Governmeilt �Jf India 
in charge of the Department of Family Welf�'!n.':, who 
shall be the Vice-Chairman, ex-onicio; 

(e) two members to be appointed by the Central 
Government to rcnresent the Minj"tries of Central 
Government in c�large of \Voman and Child l);;,velop­
ment and of Law and Justice, ex-officio; 

(d) the Director General of Health Service3 of the 
Central Gover nment, e x-officio; 

(e) ten members to be appointed by the Central 
Government, two each from among3t-

(i) eminent medical geneticists ; 

(ii) eminent gyna�cologists and obstct.jcians; 

(iii) eminent paediatricians; 

• 

• 

• 
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(iv) eminent socia] scientists; and 

(v) reprr;!sentatives of women welfare 
organisations: 

(f) three women Members of Parliament, 
of whom two shall be elected by the House of the 
People and one by the Council of States: 

(g) four members t() be appointed by the 
Central Government by rotation t.o represent the States 
and the Union tcrritodes. two in the alphabetical order 
and two in the reverse alphabetical order: 

Provided that no appointment under this clause 
shall be made except on the recommendation of the 
State Government or, as the case may be, the Union 
territory; 

(h) an officer, not below� the rank of a Joint 
Secretary or equivalent of the Central Government, 
in charge ()f Family Welfare, who shall be the Member­
Secretary, ex-officio. 

8. (1) The term of office of a member, other than 
an ex.,.officio member, shall be,-

(a) in case ()f appointment under clause (e) or 
clause (f) of sub-section (2) of section 7, three years; and 

the 
(b) in case of appointment under 
said sub-section, one year. 

clause (g) of 

(2) If a casual vacancy occurs in· the office of auy 
other members, whether by reason of his death, resig­
nation or inability to dicharge his functions owing to 
illness or other incapacity, such vacancy shall be filled 
by the Central Government by making a fresh appoint­
ment and the member so appointed shall hold office 
for the remainder of the term of office of the person in 
whose place ht, is so appointed. 

(3) The Vice-Chairman shall perform such functi()ns 
as may be assigned to him by the Chairman from time 
to time. 

(4) The procedure to be foll()wed by the members 
in the discharge of their fuuctions shall be such as 
may be prescribed • 

EX-84/98 
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9. (1) The Board shall meet at such time and 
place, and shall oeserved such rule� of procedure in regard 
to the trans:lcti();} or business at its meetings (including 
the quorum at suc;� meetings) as may be provided by 
regulations. 

Provided that the Board shall meet at least once in 
six months. 

(2) The Ch:1ir;11an arId in his abseilc� the Vice­
Chairman shilll prc3ile {!.� iil.! ml!ctings of the Board. 

(3) If for any reason ti,c Cha.irman or tIle Vice­
Chairman is unable to attend any meeting of th� Hoard, 
any other mem ber chosen by the members present at 
the meeting shall preside at the meeting. 

(4) Any questions whi':h come up before any 
meeting of the Board shall be decided by a majority of 
votes of the members present and voting, aJ�d in the 
event of an equality of votes, the Chairman, or in his 
absence, the person presiding, shall have and exercise 
a second or casting vott:. 

(5) Members other than ex-officio 
shall receive such allowan:es, if any, from 
as may be prescribed. 

rncmbers 
the Board 

10. No act or proceeding 
invalid merely by reason of-

of the Board shal l be 

proceedings (a) any vacancy in, or any defect in the c<)nstltution 
of the of, the Board; or 
Board. 

Tempo­
rary asso­
ciation of 
persons 
with the 
Board for 
particular 
purposes. 

(b) any defect in the appointment of a per.on 
acting as a member of the Board; or 

(c) any irregularity in the procedure of the Board 
not affecting the :'aerits of the case. 

11. (1) The Board may associate with i'�sdf, in 
such manner and for such purposes as may be deter­
mined by regulations, any person whose assistance or 
advice it may desire in carrying out any of the 
provisions of this Aet. 

(2) A person associated with it by the Board 
under sub-section (1) for any purpose shall have a right 
to take part in the discussions relevant to that purpose, 
but shall not have a right to vote at a meeting of the 
Board and shall not be a m'!mber for any other purpose. 

• 

• 

• 
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12. (I) F or the purpose of enabling it efficiently 
to discharge its fUDctions under this Act, the Board 
may, subject to such regulations as may be made in 

this bebalf, appoint ( whether on deputation or other­
wise) such number of officer s and other employees as it 
may consider necessary : 

" 

Provided that the apppointment of such category 
of officers, as may be specified in such regulatio;1s, 
shall be subject to the approval of the Central Government. 

(2) Every officer or other employee appointed by 
the Board shall be subject to such conditions of ser­
vice and shall be entitled to such remuneration as may 
be specified in the regulations. 

EX-84i98 

13. All orders and decisions of the Board shall be Authent;co 
authenticated by the signature of the Chairman or lion Of 
any other member authorised by the Board in this orders lind 
behalf, and all other instruments issued by the Board other in­
shall be authenticated by the signature of the Member strmnenrs 
-Secretary or any other officer of the Board authorised of the 
in like mannor in this bohalf. Board. 

14. A person shall be disqualified for being appointed 
as a member if. be-

(a) has been convicted and sentenced to imprison­
ment for an offence which in the opinion of the Central 
Government, involves moral turpitude; or 

(b) is an undischarged insolvent; or 

(c) is of unsound mind and stands so declared b y  
a competent court; o r  

(d) has been removed or dismissed from t he ser­
vice of the Government or a Corporation owned or 
controlled by the Government; or 

(e) has in the opinion of the Central Government. 
such financial or other iuterest in the Board as is 
likely to affect prejudicially the discharge by him of his 
functions as a member; or 

(j) has in the opinion of the Central Government, 
been associated with the use or promotion of pre-natal 
diagnostic technique for determination of sex. 

DisqU:llifi­
cations for 
appoint­
ment as 
member. 
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15. Subject to the other terms al1d cond itions of <;'�r­
vice as may be prescribed, any person c(;a�ing, to be a 
member shall bc eligible foi." re,.l?poin�.n�nt ,.; :;�\C:l 
member. 

16. The Board shall have the following fUllctio:1s, 
namely :-

(i) to advise the Government 011 policy m�l (t::::rs 
re1ating to use of prr: -natal diagnostic techniques; 

(ii) to review implementation of the Act and lhe 
rules made thereunder and recommend (,;hang�'i _,n the 
said Ad and rules to the Central Government; 

(iii) to create public awareness against the practice 
of pre-natal determination of sex and female focl;.jdc; 

(iv) to lay down code of conduct to be a b,cr\'ed 
by persons working at Genetic Counselling C(,:;lh�s, 
Genetic Laboratories and Genetic Cliilics ; 

(v) any other fUDctions as may be specified l:;l,j�r 
the Act, 

CHAPTER V 

Eligibility 
of member 

for re­
appoint­
ment Func­
tions of 
the Board. 

APPROPRIATE AUTHORITY AND ADVISORY CC>\\MITTEE 

17, (1) The Central Government shall appoi,'. by 
notification in the Official Gazette, one or more /\r')fO­
priate Authorities for each of the Union territori.:: for 
the purposes of this Act. 

(2) The State Government shall appoint, by noti· 
fication in the Official Gazette, aile or more Appm� 
priate Authorities for the whole or part of the 'Sl_ate 
for the purposes of this Act hJ.ving regard to Uw in­
tensity of the problem of pre.natal sex deterluin'ltion 
leading to female foeticide. 

" (3) The officers appointed as Appropriate Aot'1o­
ntIes under sub-section (1) or sub-section (2) shall be,-

(a) when appointed for the whole of the State 
or the Union territory, pf or above the rank of th.� 
Joint Director of Health and Family Welfare; cl;-:�l 

Appro­
priate Au .. 
thority and 
Advisory 

Commi ttees. 

• 

• 

• 

• 



• 

• 

• 

11 

(b) when appoiuted for any part of the State 
or Union territory, of such other Tank as the State 
Government or the Central Government, as the case 
may be, may deem fit. 

(4) The Appropriate Authority shall have the 
following functions, namely:-

(a) to grant, suspend or cancel registration of 
a Genetic Counselling Centre, Genetic Laboratory 
or Genetic C1inic; 

(b) to enforce standards prescribed for the 
Genetic Counselling Centre, Genetic Laboratory 
and Genetic Clinic; 

(c) to investigate complaints of breach of the 
provisions of this Act or the rules made thereunder 
and take immediate action; and 

(d) to seek and comider the advice of the 
Advisory Committee, constituted under sub-section 
(5), on application for registration and on complaints 
for suspension or cancellation of registration. 

(5) The Central Government or the State Govern­
ment, as the case may be, shall constitute an Advisory 
Committee for each Appropriate Authority to aid and 
advise the Appropriate Authority in the discharge of 
its functions, and shan appoint one of the members of 
the Advisory Committee to be its Chairman. 

(6) The Advisory Committee shan consist 01'--

(a) three medical experts from amongst gynae� 
cologists, obstetricians, paediatricians and medical 
genetidsts; 

(b) one legal expert; 

(c) ('ne officer to represent the department dea­
ling with information 'and pUblicity of the State 
Government or the Union Territory. as the case 
may be; 

(d) three eminent social workers of whom not 
less than one shall be from amongst representatives 
of women's organisation. 

(7) No person who, in the opinio, of the Central 
Government or the State Government, as the case may 

Ex-84j98 
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be, has been associated with the use or promotion of 
pre�natal dj",gnost;c technique for determination of sex 
shall be appointed as a member of the Advisory 
Committee. 

(8) The AdTisory Committee may meet as and 
when it thinks fit or on the request of the App ropriate 
Authority for consideration of any application for 
registration or any complaint for suspension or can cella­
tion of regis!ration and to give advice thereon: 

Provided that the period intervening between any 
two meetings shall not el(cecd the prescribed paiod. 

(9) The terms and conditions subject to which a 
person may be appointed to the Advisory Committc:e 
and the procedure to be followed by such Commi'tee: 
III tbe discharge of its functions shall be such as may 
be prescribed. 

CHAPTER VI 

REGISTRATION OF GENETIC COUNSELLING 
CENTRES, GENETIC LABORATORIES AND 

GENETIC CLINICS 

18. (I) No person shall open any Genetic Coun­
�eJling Centre. Genetic Laboratory or Genetic Clinic, 
after the commencement of this Act unless such G�'ntre 
Labotatory or Clinic is duly registered separately or 
jointly under this Act. 

(2) Every application for registration under sub­
section (I) shall be made to the Appropriate Authority 
in such form and in such manner and shaH be accom­
panied by such fee as may b. prescribed. 

(3) Every Genetic Counselling Centre, Genetic LabD­
ratory Of Genetic elide engaged, either party or C;\C,;U· 
sivdy, in Counselling or conducting pre-natal diagnosLic 
techniques for any of tJ:e purposes mentioned in section 
4, immediately before the commencement of this Act, 
shaH apply for registration within sixty days from the 
date of such commencement. 

(4) Subject to the provisions of section 6, every 
Genetic Counselling Centre, Genetic Laboratory or Ge­
nelle Clinic engaged in counselling or conducting pre­
natal diagnostic techniques shall cease to conduct any 

Registration 
of Genetic 
Counselling 
Centres, Ge­
netic Labo­
ratories or 
Genetic 
Clinics. 
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such counse11lng or �echniqu'" on the exp'ry of six l�!Onfl:: 
from the date of comm(:ncement of til is Act unle'ss SUC�.1 
Centre, Laboratory or Clinic has app:ied for rer,i-,trafc::J. 
and is so registered separately or j'JinHy Of till �l.;ch apv 
plication is disposed of, whichever is earlier. 

(5) No Genetic COlllls::lIing C.:ntr<:!, Gen,�tic Labo­
ratory Of Genetic Clinic shall be legi:;tered under L)is 
Act unless the ApproDriatc A uihority is s:>..tisfkd tha� 
such Centre, La bolato'ry or Clinic is in a pO,',ition to 
provide such facilities, maintain slich equ:pment and 
standards as may be prescribed. 

19. (1) The Appropriate l.uthority shaI1 :,li':�r hi)!. 
ding an inquiry and after satisfyir.g itself that the appli­
cant has coujplied with all the requirements of this Act 
and the ru1es m<lde theq�under and h" 'ling 1 e}!ard to tlw 
advice of the AdvjsaIY Com111ittet in O1':s behalf, gfan�, 
a certificate of l'egistration in the prescribed fon,1 joimly 
or separately to the Genetic Counselling Centre, Gene";-jc 
Laboratory or Genct!c Clinic, as the case may be. 

(2) If, after th� inquiry and after giving an ODDO!'w 
tunity of being heard to the applicllnt al1d having rc�ard 
to the advic(� of the Advi�ory Commij'�f'c: tb,:.' A'jl)L) .. 
priate Auth�)rity is satidL d tilat '�l�> acplic�1nt -"as not 
complied with the rcqu red1ents of -lhb Act or t�,.::� n.1L�s 
it shall, foc ce3S"DS to be recorded in \vJ1ti'lg rej�ct f:e 
application for registration. 

(3) Every certificate of registra(iol1 sIBIl be rCJlt;\v�d 
in such manner and after such period and Oil paymen t 
of such fees as may be presc ribed. 

(4) The certificate of registra�ion sLaii he dLn!'�yed 
by the registered Genetic Coun&elling Centre". Ge�leti:; 
Laboratory or Genetic Clinic i n  a COnS1Jkuolls l"/uce at 

its place of business. 

20. (1) The Apprl)prlarl;' A,uthori_:/ :navi Slj("l :�10f". 
or on complaint, issue a l1o-..icc to r:l.C GcnGtG �:.:: .. -'!i;1"e! 
ling Centre, Gel\etlc Laborn.�ory ('1" Gei�dic Cli�·I�L: t�� 
show cause why its reg's;cdtiol) shou>.t 11Ui b� Sl!srend.:::d 
or cancelled for the r�as'ms mentioned. in the n ,)tice. 

(2) If, after givinS- a r�asonabh 'Jpportullity or 
Genetic Counselling Centre, Genetic Laboratory or Ge­
netic Clinic and having regard to the advice of t:'e 
Advisory CommiEee, the Appropriate .-" ut110rity is satis­
fied that there has been a bleach Df the provisions of 
this Act or the rules. it may. without prejudice to any 

Ex-84/98 

Certificate 
of regis­
tration. 



Ex-84/% 

Appeal. 

14 

criminal action that it may take against slle: : _'entre, 
Lab0rtltory Dr Clin;c. suspend its registrati011 :::iuch 
period a3 it may th;l-,k fit or Co.llCel its rcgist,"'l'/i]j as 
Lhe case may be. 

(3) N otwi �b standing �my tiling contained ;] su b­
sections (1) ami (2). if the Appropriate Aut�F'r"�, is, of 
the opinion that It j'l J�ecessary or expedient :-:.) � . do in 
thl; public intetest, il m,�y, for reasons to L'" 'oIded 
in wflting. sllspend the registration of ,;11)' (j<:nctic 
COUll selling Centre, Genet�c Laboratory or G::�: �::c Cli­
nic without issuing any such nc,tice referred hi'l sub­
sectioll (1). 

21. The Genetic Counselii:lg Centre, C�j)'.;�l'_ Labo� 
ratory or Genetic Clinic may, within thirtv d.�� -.;, from 
the date of r,�ccipt of the cruer of susper:.�ici: ,[ can­
cellation of registra.tion passed hy th'� Appro:'!" d"_,  Au­
thority under section 20, prefer an appeal a:.;C\ i�:t such 
order to� 

(i) the Central 
is against the order 
AuthOlity; and 

Gowmment, whe. e L;,l� appeal 
of the Central A 1r)rr}priatc 

(ii I trw Stale Government, where tb�' J ')-.;,d is 
against the order of the Stat;:: Appropri8L /\.l:;llOrity. 
in the prescribed manner. 

CHAPIER Vll 

OFFENCES AN!) PENAL·j Ie, 

Prohibition 22. (1) No pcr:;on, orgalllsation, Genetl� ( '\i!lSeHing 
of adwr- Centre, Gcnctlc i �borator'/ or G::r:etlc Ch01( )1: I ;ssue or 
tis�ment fe- c;"use to be issued nny adverti'.;emcnt i n  any :lE\pr�rT rcgar­
latmg to pre- ding facilities of pre-natal determination oj" sC.'- �:'Jailable 
n<l;ta deter- at such Centre, L::lboratory, Clini:; or an:, Oil!, ': place. 
mmation of 
sex and pu� 
nishment 
for contra_ 
vention. 

(2) No person organisation shaH public;h "" distri­
bute or cause to be Pubqs�1ed flr di<;lributed ;:.ll adver­
tismcnt in any manner regarding facilities oj" r,re·natal 
determination of sex available at any Genetic _ ounsel­
ling Centre, Gen�tic Laboratory, Genetic Cin1·: or any 
otber place. 

• 

• 

• 
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(3) Any person who contravenes the provisions of 
sub-section (I) or sub-seotion (2) shaJl be punishable 
with imprisonment for a term which may extend to 
three years 'md with fine which e-':tend to ten thousand 
rupees. 

EXPLANATWN.--For the purposes of this section. 
"advertisement" includes any notice, circular, label 
wrapper or other document and also includes any visible 
representation made by mean:; of any Hght, sound, 
smoke or ga<;. 

23. (1) Any medical geneticist, gynae.:olog:;;;t, registered 
medical practirioner or any, person who owes a Gene­
tic Counselling Centre, a Ge:1etic L�boratory-or a Gene 
tic Clinic or is employed in such a' .'eatre, Laboratory or 
Clinic and renders hiS professional or technical services 
to or at such a Centre, Laboratory or Clinic, whether 
on an honorary basis or otherwise, and who contrave­
TIes any of the pro '.isinns of this Acl or rules made 
thereunder s;1aH b� punish1.ble witll im;)dsonment for a 
term which may extend to thr..:e �cars and wilh fine 
which may extend to tell thousand rupees J.nd on any 
subsequent cOllviction, with imprisonment which mlY 
extend to tlve years and with fine whjd1 may extend to 
fifty thousand rupees . 

(2) The name of the registered m�dical practitioner 
who has been convicted by the court under sub-section 
(1;, shall be reportod by the Appropriate Authority to 
the respective State l\fedical Council for taking necessary 
action including the removal of his name from the regis­
ter of the Council for 3. period of two years for the 
first otfence and pamanentiy for the sub�equent offence. 

(3) Any person who seeks the aid of a Genetic 
CouDselling Contre, Genetic Laboratory or Genetic Cli­
nic or of a medical geneticist, gynaecologist or registered 
medical practitioner for conducting pre-natal diagnostic 
techniques on any pregnant women (including such wo­
man u'nless she was compelled to undergo such diag­
nostic techniques) lor purposes other than those specified 
J.ll clause (2) of section 4 shall be punishable with im­
prisonment for a term which may extend to three years 
and wi th fine which may exte ad to ten thousand rupees 
and on any subsequent conviction with imprisonm,:nt 
whicb may extend to five years and with fine which 
may extend to fifty thousand rupees. 

Ex-·84j98 

Offences 
ann pe· 
nailies. 
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24. Notwithstanding anytbing in lh. Indian Levi­
dence Act, 1872, the court shall presume unless the con­
trary is proved th:,t the pregnant woman has been com­
pelled by her husband or the relative to und�rg0 pre­
llCiLai diagnostic technique and such person shall be liJble 
for abetment of offence u!1der sub-section (3) of section 
23 and shall be punishable for the offence specilled un­
der that sectiOlI. 

Presump­
tion in 
tbe case of 
Conduct of 
Ante-natal 
diagnostic 
techniques. 

25. Whoever contravenes any of the provlS1ons of this Penalty for 
Act or any rules made thereunder, for which no penalty contraven­
has been elscwhcre provided in this Act, shall be pU"lish- tion or the 
J.ble with imprisonment for a term \vhich may extend to provisions 
three rnomhs or with fine, w'nich may extend to one of the Act 
thousand rupees or with both and in the case of conti· or rules 
nuing contravention with an additional fine \vhich may for which 
extend to iive hundred rupees L)r every day during which to specific 
such contravention continues after conviction for the first punishment 
such contravention. is provided. 

Offences by 26. (1) 'Where any offence, punishable under this Act 
companies. has been comalitted by a company, every person who, at 

the time the offence was committed was in charge of, 
and was responsible to, the company for the conduct of 
the business of the company as well as the company, 
shall be deemed [0 be guilty of the offence and shall be 
liable to be proceeded against and punished accordingly: 

Provided that nothing contained in this sub-section 
shall render any such person liable to any punishment, 
if he proves that the offence was committed without his 
kno\\·}\!dge or that he had exercised all due diligence 10 
prevent to commission of such offence. 

(2) NOLvithstanding anything contained in sub­
section (1), where any offence punishable under th;s Act 
has b;;en committed by a company and it is proved that 
the offence has been committed with the consent or con­
nivance of or is attributable, to any neglect on the part 
of any director, manager, secretary, or other officer of 
tbe company, such director, manager, secretary or other 
otncer shall also be deemed to be guilty of that offence 
and shall be liab:e to b� proceeded against and punis:�ed 
accordingly. 

EXPLANATION.-For tbe purposes of this section.-

(a) "company" means any body corporate and 
includes a finn or other association of individuals. and 

• 

• 

• 
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(b) "director" in relation to a firm means a 
partner in the firm . 

Offence 10 27. Every offence under Ihis Act shall be cognizable 
be ,0llDiza- non-bailable and non-compoundable. 
hIe, n.on-
bail.ble 
and n •• -
compound-
able. 

COllDiunce 28. (I) No court shall take cognizance of an offence 
of offen".s. unfler this Act except on a complaint made by-

(aJ the Appropriate Authority concerned, Or any 
officer authorised in this behalf by the Central Govera­
ment or State Government, as the case may be, or the 
Appropriate Authority: or 

(b) a person who has given notice of not less 
than thirty days in the manner prescribed to lhe Appro­
priate Authority, of the aUeged offence and of his inten­
tion to make a complaint to the court. 

EXPLANATION.-For the purposes of this dause, "per­
son" includes a social organisation. 

(2) No court other than that of a Metrapolitan 
Magistrate or a Judicial Magistrate of the first class 
,hall try any offenoe punishable under this Act. 

(3) Where a complaint has been made under clause 
(b) of sub-section (I), the court may on demand by 
,uch person direct the Appropriate Authority to make 
available copies of the relevant records in its possession 
to such person. 

CHAPTER VIII 

MISCELLANEOUS 

29. (1) All records, charts, form., reports, consent Mainte­
letters and all "ther documents required to be maintained nance of 
undor this Act and the rules shall be preserved for a records. 
period of two years or for .uch period as may be 
prescribed : 
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Provided that if any criminal or 'other proceedings 
are instituted against any Genetic. Counselling Centre. 
Genetic Laboratory or Genetic Clinic, the records and 
aU other documents of such Centre, Laboratory or 
Clinic shall be preserved till the final disposal of such 
proceedings. 

(2) All such records shall, at all reasonable times 
be made available for inspection to the Appropriate 
Authority or to any other person authorised hy the 
Appropriate Authority in this behalf. 

30. (I) If the Appropriate Authority has reason to 
believe that anoffence under this Act bas been or is 
being committed at any Genetic Counselling Centre, 
Genetic Laboratory or Genetic, Clinic, such Authority 
or any officer authorised, thereof in this behalf may, 
subject to such rules as may be prescribed, enter and 
search at all reasonable times with such assistance, if any 
as such authority or officer considers necessary, such 
Genetic Counselling Centre, Genetic Laboratory or 
Genetic Clinic and examine any record. register) docu­
ment, book, pampblet, advertisement or any other 
material object found therein and seize the same if such 
Authority or officer has re3son to believe that it may 
furnish evidence of the commission of an office punishable 
under this Act. 

Power to 
search and 
seize 
record. etc. 

2 Gf 1974. (2) The provisions of the Code of C1 iminal 
Procedure, 1973 relating to searches and seizure,'. shall, 
so far as may be, apply to every search or seizure l�1ade 
under this Act. 

31. No suit, prosecution or other legal procecd.inf� shall Protection 
lie against the Central or the State Government or the of action 
Appropriate Authority or any officer authorised by the taken in 
Central or State Government or by the Authority for good faith. 
anything which is in good faith done or intended to b� 
done in pursuance of the provisions of this Act. 

32. (I) The Central Government may make rules for 
carrying out the provisions of this Act. 

(2) In pal ticular and wirhout prejudice, lo the 
generality of the foregoing power, s.uch rules may 
provide for-

(i) the minimum qualifications for persons 
employed at a registered Genetic Counselling Celltre, 
Genetic Laboratory or Genetic Clinic under clause 
(\) of section 3; 

Power to 
make rules. 

• 

• 

• 

• 
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(ii) the form in wllich conSent of • pregnant 
woman bas to be obtained under section 5; 

(iii) the procedure to be followed by the 
n\embers of the Centra! Supervisory Board in the 
discharge of their functioDs ullder sUb-section (4) of 
'Section 8; 

. 

fiv) allo"":lnces for members other than ex­
officio members admissible under sub-section (5) of 
section 9; 

(v) the period intetvening between any two 
meetings of the Advisory Committee ultder the 
proviso to sub-section (8) of section 17; 

(vi) the terms and conditions subject to which a 
person may be appointed to the Advisory Committee 
and the procedure to be followed by such Committee 
under sub-section (9) of section 17; 

(vii) the form and manner in which an a�plica­

tion shall be made for registration <II1d the fee 
payable thereof under sub-section (2) of sectiolt 18; 

(viii) the facilities to be provided, equipIrJent 
and other standards to be maintained by the Genetic 
Counselling Centre, Genetic Labora.tory or Genetic 
Clinic under sub-section (5) of section 18; 

(ix) the form in which a certificate of registration 
shall be issued under sub-section (I) of section 19; 

(x) the mannor in waich and the perioj after 
which a certificate of registration shan be renewed 
and the fee payable for suoh renewal undor sub­
section (3) of section 19; 

(xi) the manner ia which an <tWO,l may be 
preferred under section 21; . 

(xii) the period up to which r�ds, charts, etc . 

• hall be preserved under sub-section (,I) of section 29; 

(xiii) the manner in which the seizure of 
documents, records, objects, etc. shall be made and 
the manner in which seizure list shall be prepared 
and delivered to the person from whose custody 
such documents, records or objects were seized under 
sub-section (1) of section 30; 
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(xiv) any· other maUer that is required to be, or 
may be, prescribed. 

33, The Board may, with the previous sanction of the 
Central Government, by notification in the Official 
Gazette� make regulations not inconsistent with the 
provisions of this Act and the rules made there under 
to provide for-

(a) the time and place of the meetings of the 
Board and the procedure to be followed for the 
transaction of business at such meetings and the 
number of members which shall fonn the quorum 
under sub-section (I) of section 9; 

(b) the manner in which a person may be 
temporarily associated with the Board under �ub­
seellon (I) of section 11 ; 

(c) the method of appointment, the conditions 
of service and the scales of pay and allowances of 
the officer and other employees of the Board appoin­
ted under section 12; 

(d) generally for the efficient conduct of the 
affairs of the Board. 

34. EvelY Iule and every regulation made under Rules, and 
tbis Act shall be laid, as soon as may be after it is made, regulations 
before each House of Parliament, while it is in session, for to be laid 
a total period of thirty days which may be comprised before Par­
in one session or in two or more successive sessions, liament. 
and if before the expiry of the session immediately 
fol1owing the session or the successive session aforesajd, 
both Houses agree in making any modification in the 
rule or regulation or both Houses agree that the rule or 
regulation should not be made, the rule or regulation 
shaH thereafter have effect only in such modified form 
or be· of no effect, as the case may be; so, however, 
that any such modification or annulment shall be with-
out prejUdice to the va1idity of anything previously done 
under that rule or regnlation. 

K.L. Mohanpuria, 
Seey. to the Govt. of India. • 

• 

• 
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MINISTRY OF HEALH AND FAMILY WELFARE 

NOTIFICA HON 

New Delhi, the 21st December, 1995. 

Ex-84/98 

S.0.990(E).-Io exerci,e of the powers conferred by sub-section(3) of section 
I of the Pre-natal Diagnostic Techniques (Regulation and Prevention of Misuse) 
Act. 1994 (57 of 1994), the Central Government hereby appoints the first day of 
January, 1996 as the date on which the said Act shall come into force. 

[No .. N.23011/59/�4-PlYl 
K.S. SUGATHAN, Jt. Secy. 

MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Family Welfare) 

NOTIFICATION 

New Delhi, the 1st January, 1996. 

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

I .  Short title and commencement.-(I) These rules may be called the Pre­
natal Diagnostic Techniques (Regulation and Prevention of Misuse) Rules, 1996. 

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

2. Definitions. In these rules, unless the context otherwise requires,-

(a) "Act" means The Pre-natal Diagnostic Techniques (Regulation and Pre­
vention of Misuse) Act, 1994 (57 of 1994); 

(b) "employee" means a person working in or employed by a Genetic Coun· 
selling Centre, a Genetic Laboratory or a Genetic Clinic, and includes 
thase working on part·time, contractual, consultancy, honorary or on any 
other basis; 

(c) "Form" means a Form appended to these rules ; 

(d) "Schedule" means a Schedule appended to these rules; 

(e) "section" means a section of the Act; 



Ex-84j98 22 

(f) words and expressions used herein and not defined in the,e rules but 
defined in the Act. shall have the meanings. respec;ivcly, assigned to 
them in t he Act. 

3. Minimum requirements.-(l) The minimum qualifications of the employ­
ees, the minimum equipment and minimum place for a Genetic Counselling 
Centre, Genetic Laboratory and Genetic Clinic shall be as specified in Schedules 
I, II and III. 

(2) Where an institute, hospital, nursing home, or any place, by whatever 
name called, provides services jointly of Genetic Counselling Centre. Genetic La­
boratory and Genetic Clinic, or any combination of these, it s11,_111 conform to the 
requirements as specified in Schedules I, n and III.  

4. Registration of Genetic CounseUing Centre" Gen,;tic Laboratory and 
Genetic Clinic--(l )  An application or registration shall b� m d,;! �") :',1: A?p;.-opriate 
Authority, in duplicate, in Form A_ 

(2) The Appropriate Authority. or any person in his office authorised in this 
behalf, shall acknowledge receipt of the application fL)r registnui:.m, in the acknoww 
ledgement slip provided at the bottom of Form A, immediaLely if delivered at 
the office of the Appropriate Authority, or not bter than the TI(';xt working day 
if received by post. 

5_ Application Fee.-(l) Every application for registration under rule 4 
shall be accompanied by an application fee of :-

(a) Rs. 2000.00 for Genetic Counselling Centre ; 

(b) Rs. 3COO.08 for Genetic Laboratory ; 

(c) Rs. 3000.00 for Genetic Clinic; and 

(d) Rs. 4000.00 for an institute, hospital, nursing hom3. 0:' any place proviw 
ding jointly the servic..:s of a Genetic Counselling Cell:rc, C�2:netic Laboratory 
and Genetic Cli::1ic or any combination of such Centre LJbor:..:tory or Clinic. 

(2) The application fee shall be paid by a demand draL drawn in favour 
of the Appropriate Authority, on any scheduled bank located .c the headquar;ers 
0; the A;>propriate Authority. 

6. Certificate of registration.-(l )  The Appropriate AuthOlity shall, after 
making such enquiry and after satisfying itself that the applic..;.nt has complied 
with all the requirements, place the application before the Advisory Committee 
for its advice. 

(2) Having regard to the advice of the Advisory Commincc the Appropriate 
Authority shall grant a certificate: of registration, in durlicate. Jl1 Form B to the 
applicant. One copy of the certificate of regi:.tration shall i�e displayed by the 
registered Genetic Counselling Centre, Genetic Llboratory or G(�;}::tic Clinic at a 
conspicuous place at its place of business. 

• 

• 

• 
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Provided that the Appropriate Authority may grant a certificate of registra­
tion to a Genetic Laboratory or a Genetic Clinic to conduct one or more speci­
fied pre-natal diagnostic tests or procedures, depending on the availability of place, 
equipment and qualified employees, and standards maintained by such laboratory 
or clinic. 

(3) If after enquiry and after giving an opportunity of being heard to the 
applicant and having regard to the advice of the Advisory Committee the Appro­
priate Authority is satisfied that the applicant has not complied with the require­
ments of the Act and these rules, it shall, for the reasons 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 0), including inspection at the premises of 
the Genetic Counselling Centre, Gecetic Laboratory or Genetic Clinic, shaH be 
carried out only after due notice is given to the applicant by the Appropdate 
Authority. 

(5) Grant of certifica!e of registration or rejection of application for regis­
tration shall be communicated to the applicant as specified in Form B or Form 
C, as the case may be, within a period of ninety days from the date of receipt 
of application for registration. 

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

(7) In 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 sucn Centre, Laboratory or Clinic shall apply afresh for grant of 
certificate of registration. 

7. Validity of registration.-Every certificate of registration shall be valid 
for a period of five years from the date of its issue. 

8. Renewal of registration.-(I) An application for renewal of certificate of 
registration shall be made in duplicate in Form Ay to the Approprir.te Authority 
thirty days before the date of expiry of the certificate of rzgistration. Acknow­
ledgement of receipt of such-application �hall be issued by the Appropriate Autho­
rity in the mannor specified iu sub-rule (2) of rule 4. 

(2) The Appropriate Authority shall, after holding an enquiry and after 
satiSlying itself that the applicant has complied with all the requirements of the 
Act and these rules and having regard to the advice of the Advisory Committee 
in this behalf, renew the certificate of registration, as specified in Form B. fOf a 
further period of five years from the date of expiry of the certificate of registra­
tion earlier granted . 
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(3) If, after enquiry and after giving an opportunity of heilg heard to the 
applicant and having regard to the 39vice of the Advisory Committee, the Appro­
priate Authority is satisfied that the applicant has not-complied with the require­
ments of the Act and these rules, it shall. for reasons to be recorded in writing, 
reject the application for renewal of certificate of registration <ll'd c\'Imrnunicate 
such rejection to the applicant as specified in Form C. 

(4) The fees payahle for renewal of certificate registration shall be one half 
of the fees provided in sub-rule (I) of rule 5. 

(5) On receipt of the renewed certificate of registration in duplicate or on 
receipt of communication of rejection of application for renewal, both copies of 
the earlier certificate of registration shall be surrendered immediately to the 
Approripate Authority by the Genetic Counselling Centre, GenetIc Laboratory or 
Genetic Clinic. 

(6) In the event of failure of the Appropriate Authority to renew the 
certificate of registration or to communicate rejection of application for renewal 
of registration within a period of ninety days from the date of receipt of application 
for renewel of registration, the certificate of registration shall be deemed to have 
been renewed. 

9. Maintenance and preservation of records.-(l) Every GC:letic Counselling 
Centre, Genetic Laboratory and Genetic Clinic shall maintain a register showing, 
in serial order, the names and addresses of the women given genetic counseHing 
subjected to pre-natal diagnostic procedures or pre· natal diagnostic tests, the 
names of their husbands or fathers and the date on which they first reported for 
such counselling, procedure or test. 

(2) The record to be maintained by every Genetic Counselling Centre, in .. 
respect of each woman counselled, shall be as specified in Form D. 

(3) The record to be maintained by every Genetic Laboratory, in resp3"ct, of 
each woman subjected to any pre-natal diagnostic test, shall he as specified in 
Form E. 

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

(5) The Appropriate Authority shall manitain a permanent record of applica­
tions Lr grant or renewal of certificate of registration as 5p �:.Alcd in Form H. 
Letters of intimation of every change of employee, place, add: cc;s and equipment 
installed shall also be preserved a permanent records. 

(6) All case related-records, forms of consent, Laboratory r0sults, microscopic 
pictures, sonographic plates or slides, recommendations and letters shall be 
preserved by the Genetic Counselling Centre, Genetic Laborator;: or Genetic Clinic 
for a period of two years form the date of completion of cOluselhng, pre-natai 
diagnostic procedure or pre-natal diagnostic test, 8S the case m:;iY b.::. In the event 

• 

• 
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.t u, lop! prece.din!., the records shall be preserved till the final disposal of 
. legal proceedings, or till the expiry of the said period of two years, whichever is 

later . 

(7) In case the Genetic Counselling Centre or Genei ic Laboratory or Genetic 
Clinic maintains recoIds on computer or other electronic eqLipmtnt, printed copy of 
the record shaH be taken and preserved after authentication by a person responsible 
for such record. 

10. Conditions for conducting pre-natal diagnostic procedures . (1) Before con� 
dueting any pre-natal-diagnostic procedure, a written consent, as sf:ecified in 
Form G, in a language the pregnant woman understands, shall be obtained 
from bor; 

Provided that where a Genetic CJinic has taken a sample of any body tissue 
or body fluid and sent it to a Genetic LaboratoIY for analysis or test, it shall 
not be necessary for the Genetic Laboratory to obtain a fresh consent in  Form G. 

(2) All the State Governments and Union Territories may issue translation 
of Form G in Janguages used in the State or Union Territory and Vvhere no 
official translation in a language understood by the pregnant woman is available, 
the Genetic Clinic may translate Form G into a language she understands. 

1 1 .  Facilities for inspection. Every Genetic Counselling Centre, Genetic La4 
boratory and Genetic Clinic shaH afford reasonable facilities for inspection of the 
place, equipment and rec.)rds to the Appropriate Authority or to any other per­
SOli authorised by the Appropriate Authority in this behalf. 

.. 12. Procedure for search and seizure-. (I) The Appropriate Authority or 
any officer authorised in this behalf may enter and search at all reasonable times 
any Genetic Counselling Centre, Gellt:tic Laboratory or Genetic Clinic, in the 
presence of tw.) or more independent and r�spectable perso.J.s for th'� purp;)ses of 
section 30. 

• 

(2) A list of any document, record, register, book, pamphlet, advertisement, 
or any other material object found in the Genetic Coun,elling Centre, Genetic 
Laboratory or Genetic Clinic and seized shall be prepared in duplicate at the 
place of effecting the seizure. Both copies of such list shall be sign:.:d on every 
page hy the Appropriate Authority or the offioer authorised in this behalf and by 
the witnesses to the seizure. 

Provided that the list may be prepared. in the presence 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) Ono 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 : 
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1? ProviJed t11,:t a copy of the list of such document record, register, boble, 
2!pan:phlet, advi:rtis'::iT\cnt or other material obj�Cl �eizcd may be C:clivered under 

c_ckno·xledgc!l1c-:i'-.. or se:lt by regi�tered post to the owner 0 '  manager of the 
�. 0ef!e�jc CCll;L;ClJit;g Centre, Genetic L:lboratof\' or Genetic C1il�ic, if no persoll 
1'[ackrll)"\ ledf!iJ1g cr!stoc'y of the doc;J:'l�nt, r:;;cord. register, book, p:lmphlet, .adver­
��!js.en:.(,:nt Q;" other rnal:trial object seized is available at th� place l);- effecting the 
;)!'S�iZUJ e. 
_ 1-: (4) 1{ a" y 1natcri,il object seiz,-'-d is perishable in nature, tb : Appropriate 
nr\·utho,iiy, cr i;,e OmCCi' authori�ed ill this hehalf shall make arflTlgements prom­
bl-1Jy f-ol' scdi',.,·, id"::lili'ication and preservation of the matencd object and also 

C:,';1V�y i �  to ::, ia,,::'lity for aU;dysis or te:-,t, if analysis or test be required: 

" f Provided. �::]:_ the refrigerator or other equi p ment used by till.'! Genetic Couo· 
l i selling C�ntiC, G'�'letic; L'lhqralory Of Genetic Clinic for preservl.l1S such perish� 
. C::-Dl� !lLl.i:el":::li (FjecI r:lay �)e seal�d Jntil such time as arrang':m'ent<; can be made 
for safe reii}OV�;; ({ such per;"h:lble material object and in such t v,.:ntuality, men-

f:ti':il1 of keC':Ii;,!g the material object seized , on the premises of the Genetic Couo· 
cfer,ng C'� n l ' �'" " · r  Gcnd;c LJDOratory Or Genet'c Clinic shall be made in the list "" " 
.�C.l SC1D";j·C. 

(5) Tn the case of  non-compietion of search and seizure operation, the 
App�o;:.ri,� 1'';; "\ uthority or the officer authorized in this behalf may make arrange� 
me;'��:;, by \\'.1y of ;'; cuntir.g a guard or �;ea1ing of the premises of the Genetic 

-lCcur:.�ielling CeLtfc, GCll;;tic Laboratory o( Genetic Clinic, for safe keeping, listing 
�Jend removal (1j� d �:.cur.Cte:1ts, records. book or any other lllatcri�1 object to be 
-seized, and to ;',j:G\ent any tamrlering with such documents, records, books or any 
othcr material object. 

13. lp.llnnli' :::; of changes ill employees, place or equiqmcnL-Every Genetic 

• 

.. CounseliiJ�:� C::!lt:.:., G(;netic Laboratorv or Genetic Clinic shaH intimate every • �,ChaDgc ur'empi0),..'c, place, address and equipment installed, to the Appropriate 
oAuthor:ty wili" in a p.;;riod of thirty days of such change. 

1·1. C0nJi lO�:lS lor ana;)sis or test and pre-natal diagnostic procedures. (1) 
}io Ceaetic Ltboratory shall accept for anaiysis or test any sample, unless referred 
JO it by a Genetic Clinic. 
� (2) , very ·pre-natal di'lgnostic procedure shall invariably be immediately 
�receC:ed by locu.tjng t;ie foetus 2nd placenta through ultrasonogra;")hy. and the 
}1re- i�atal diagnostic procedure shall be done under direct ultrasonographic moni­
'loriilg so as to prevent any damage to the foetus and placenta. 

1 5. !vIcetings of the Advisory Committee.- The intervening period between 
Jnny t\\oo ll",t:etings of Advirory Committee constituted under sub-section (5) 
of section 17 to advi'e the appropriate Authority shall not exce�d sixty days. 

16. Allow�-il1ces to members of the Central Supervisory Board.- (1) The 
ex-officio members, and other Central and State Government officers appointed 
«0 the BLard WIll bo entitled to Travelling Allowance and Daily Allowance for 
B.ttendjng the meetings of th� Board as per the Travelling Allowances rules appli­
cable to them. 

• 

• 
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(2) The non-official members appointed to, and Members of Parliament 
elected to, the Board will be entitled to Trav.::l1ing Allowance and D:dy Al.Jw;o.nce 
for attending the meetings of the Board as admi"sibl� to non-o'd1c:als and Mem­
bers of Parliament, as the case may be, under the Trav�lling AllolV�nc�:. ru�';'s of 
the Central Government. 

17. Public Information -(1) Every Genetic Counsdling Gt;lU-e, n �netic 
Laboratory and Genetic Clinic shall prominently display on its pr.�mi::;es a nodce 
in English and in the local language or languages for the inl'orm<don of the 
public, to the effect that disclusure of the sex of the foetus is pro1':dbited LEIder law. 

(2) At least one copy each of the Act and thest rules shall be avail a bIe en 
the premises of eve(y Genetic Counselling Centre, Genetic La'")or;:tory and 
Genetic Clinic, and shall be made available to the clientele on de:nanj f;)r pc:rsual. 

(3) The Appropriate Authority. the Central Government the State Govern­
ment, and the Governm ent/Adrnin;stration of the Union Territorv may publish 
periodically lists of registered Genetic Counselling Centres, Genetic Labomto:'ies 
and Genetic Clinics and findings from the reports and o�her in format ion in their 
possession, for the informatiJn of the public and for use by the experts in the 
field. 

K.S. SUGATHAN, Jt. Secy. 

SCHEDULE 
[See rule 3 (I)] 

REQUIREMENTS FOR REGISTRATION OF .\ 
GENETIC COUNSELLING CENTRE 

A. PLACE 

A room with an area of seven (7) square metres. 

B. EQUIPMENT 

Educational charts/models. 

C. EMPLOYEES : 

ANY ONE OF THE FOLLOWING 

(I) 

(2) 

Medical Geneticist. 

Gynaecologist with 6 months experience, in genetic counsclLng, or having 
completed 4 weeks' training in genetic counselling. 

(3) Paediatrician with 6 months experience in genetic connselli ng. or hav.ing 
completed 4 weeks' training in genetic counselling. 
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SCHEDULE II 
[See rule 3( I; J 

REQU'REMENTS FOR REGISTRATION OF A 
GFNETIC LABORATORY 

A. PLACE 

A Joom with adequate space for carr�ling out tests. 

B. EQUIPMENT 

These arc categorised separately for each of  the undermen tioneJ studies. 

CHROMOSOMAL STUDIES 

(1) Lan';inar flow hood wi th  ultravio:et and fluore1'cent light or other SUl� 
ta b!e culture hood. 

(2) Photo-IT1icroscope with flourescent S Duree of light. 

(3) Im.:erted m"cfoscope. 
{4 , Incubator ('.nd oven. 
r - '. \.' i Carbon (�;(j\i(j(" ir,cubator or closed system ,,\"ith 5 /� C02 ,1 r' osphere. 
1 6  
(7) 
(8 ) 
(9) 

(10) 
(11) 
(12 ) 
(13 ) 
(14) 

Autoclave. 
R�frigerator. 
Water bath. 
Cen:rifuge. 
Vortex mixer. 
fvl agnetic stirrer. 
PH meter. 
A sen ; _ ive balance (preferably electronic) 
DoueJe dbtilJal.ion appar:ltus (glass). 

Biochen:ica1 studies: 

with sensitivity of 0. ) lY,illigram. 

(requirements according to tests te, bi! carried out). 

(1) Liminar flow hood with ultr:lyiolet and fluorescent light or other suitable 
cultUIe hood. 

(2) Imerted microscope, 
(3) Incubator and oven. 
(4) Carbon dioxide incuba�or or closed system with S�� C02 atmosphere. 
(5) Autoclave. 
(6) Refrigerator. 
(7) Water bath. 
(8) Centrifuge. 
(9) Electrophoresis apparatus and power supply. 

(10) Chromatography chamber. 
( 1 1) Spectro-photometer and Elisa reader or  Radio-immunoassay system (with • 

gamma beta cOlmter) or fluorometer for various biochemical tests. 

• 

• 

• 
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(12) Vortex mixer. 
(13) Magnetic stirrer . 
(14) pH meter. 
( 1 5) A sensith e balance (preferably electronic) wi'h sensitivity of 0.1 milligram. 
(16) Double distillation apparatus (glass). 
(17) Liquid nitrogen tank. 

.. M'Olecular studies : 

(1) Inverted microscope. 
(2) Incubator. 
(3) Oven. 
(4) Autoclave. 
(5) Refrigerators (4 degree and minus 20 degree C,ntigrade). 
(6) Water bath. 
(7) Microcentrifuge. 
(8) Electrophoresis apparatus and power supply. 
(9) Vortex mixer. 

(10) Magnetic stirrer. 
(II) pH meter. 
(12) A sensitive balance (preferably electronic) with sensitivity of 0.1 milligram. 
(13) Double distillation apparatus (glass). 
(14) P.C.R. machine 
(15) Refrigerated centrifuge. 
(16) U.V. Illuminator with photographic attachment or other documentation 

system. 
(17) Precision micropipettes. 

c. EMPLOYEES : 

(I) A Medical Geneticist. 

(2) A laboratory technician baving a B.Sc. degree in Biological Sciences or a 
degree or a diploma in medical laboratory course with at least one year's 
experience in cl)nducting appropriate pre-natal diognostic tests. 

SCHEDULE III 
[See rule 3(1)] 

REQUIREMENTS FOR REGISTRATION OF A GENETIC CLINIC 

A. PLACE 

A room with an area of twenty (20) square metres with appropriate a septic 
arrangemen�s. 

B. EQUIPMENT 

• (I) Equipment and accessories necessary for carrying out clinical 
by an obstertician/gynaecologist. 

examination 
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(2) Equipment, accessories, materials and other f2ci1itie� required for operations 
envisaged in tbe Act. 

Ora) 
Orb) 

*(c) 
(d) 

An uItra�sonography machine. 
Appropriate cathethers and equipment for carrvin:! out chorionic villi 
aspirations per vagina or per abdomen. 

., ...-

Appropriate 'sterile needles for amniocent�sis or cordocentesis. 
A suitable foetmcope with appropriate accessories for foetoscopy, 
foetal skin or organ biopsy or foetal blood san:pling shaH be optional. 

(3) Equipment for dry and wet sterilization. 

(4) Equipment for carrying out emergency procedures such as evacuation of 
uterus or resuscitation in case of need. 

C. EMPLOYEES 

(1) A gynaecologist with adequate experience in pre-n:1tal diagnostic procedures 
(should have perfornled at least 20 procedures under S lJ  ;ervlsion of a gynae­
cologist experienced in the procedure which is going to be carried out, for 
example chorionic villi biopsy, amniocentesis, cordocentesis an::! others as iu­
dicated at B above). 

(2) A Radiologist or Registered Medical Practitioner for carr, ing out ultrasonog· 
raphy. The required experience shall be 100 cases under supervision of a 
Eimilarly 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 8(1)] 

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

DUPLICATE 

FORM OF APPLICATION FOR REGISTRATION OR RENEWAL OF REGIS· 
TRATION OF A GENETIC COUNSELLING CENTRE/GENETIC 

LABORATORY/GENETIC CLINIC' 

1 .  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) 

• 

• 

• 

• 
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'Of; ' T. Of fucility to be registered 
(specify Genetic Counselling Centre/Genetic 
Laboratory/Genetic Clinic/any combination 
of these) 

5. Full name and address/addresses of Oenetic 
Counselling Centre/Genetic Laboratory /Oenetic 
Clinic with Telephone/Telegraphic Telex/ 
Fax E-mail numbers. 

Ex-84!9S 

6. Type of owmrship and organisation {specify individual ownership/partnership 
company!co-operativejany other). In case of type of or,ganisation other than 
individual ownership, furnish copy of articles of association and names and 
addresses of other persons responsible for management, as enclosure. 

7. Type oj" Institution (Gov!. Hospital/Municipal Hospital/Public Hospital/Pri­
vate Hospital/Private Nursing Home/Private Clinic/Private Laboratory/any 
other to be stated. 

8. Specific pre-natal diagnostic 
'
procedw;es/tests for which approval is sought (fGr 

example ammocentesIS, chonODlc villI aspuatIOn/chromosomal blochemicalfmo­
lecular studies etc.). 

Leave blank if registration sought for Genetic Counseling Centre only 

9. Ca) Space availabi , · for the Counselling Centre/Clinic/Laboratory give total 
work area excluding lobbies waiting rOOIDi. stairs etc. and enclose plan) 

10. Eqeipment available with the make and. modol of each equipment. List to be 
attached on a separate sheet. 

I I .  (a) Facilities available i n  the Counselling Centre. 

• 

(b) Whether facilities are availalol. in tho Lab()ratory/Clinic for th .. f()l­
lowing tests; 

(i) Ultrasound 

(ii) Amniocentesis 

(iii) Chorionic villi aspiration 

(iv) Foetoscopy 

(v) Foetal biopsy 

(vi) Cordocentesis 

Ce) Whether facilities are available in the Laboratory 

Clinic for the f()llowing: 
(i) Chromosomal studies 
(ii) Biochemical studies 

(iii) Molecular studies 
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12. Names, qualifications, experience and rey.trati"" "umber of .. pl.,... MIl, 
be furnished as an enclosure (Refer Schedules I, II or Ill ). 

13. State whether the Genetic Counselling Centre, Genelic Laboratory/Genetic. Clinic * qualifies for TC!,istration in terms ofminirnum requirements laid down 
in Schedule I, II and III and if not, reasons therefor. 

14. For renewal applications only. 

(a) Registration No. 

(b) Date of issue and date of expiry of existing certificate of registration. 

15. List of Enclosure5 : 
Please attac1. a list of enclosures giving the supporting documents enclosed 
to this application. 

Date : 

Place : 
(---------------) 

Name and Signature of appliG:aut. 

DECLARATION 
I, Sh./Smt./Kumi./Dr. . . . .  _ . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . _ . . . . . . . . . . . . . . . . . . . . . .  . .  

daughter/wife of . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  _ . . . . . . . . . . . . . . . . . . . . . . . . . . .. . .  

' "  . . . . . . . . . . . . . . . . . . . . .  ' . . . . . . . . .  aged . . . . . . . . . . . . . . . . . . . . .  years resident of ... . . .  _ . . . • . .  

. . . .  , . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . 

' "  . . . . . . . . . . . . . . . . . . . . . . .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ... . . . . . . . . . . . . .  . 

hereby declare that I have read and unders.tood the Pre-natal Diagnostic Techni� 
ques (Regulation and Prevention of Misuse) Act, 1994 (57 of 1994) and the Pre­
natal Diagnostic Techniques (Regulation and Prevention of M.isuse). Rules, 1995. 

(ii) I also undertake to explain the said Act and Rules to all employee. of the 
Genetic Counselling Centre/Genetic Laboratory/Genetic Clinic in respect of which 
registration is sought and to ensure that Act and rules are fully complied with. 

( . . . . . .  -. . . . . . . . . . . . . . . . . . . .. . . . . . ... . . ) 
Date : Name and signature of applicant 

Place : 
----------- ----------------,--------

*Strike out whichever is not applicable or not necessary. All enclosures arc to 
be authenticated by signature of the applicant. 

• 

• 
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ACKNOWLEDGEMENT 
, ( ' l' \ . ' J ' J\: l.  

[ (See rules 4(2) and 8(1) ) J  

The application in Form A in duplicate for grant'/renewal" of registration of 
(]enati"� " C"uD80lIing Qentro*/Gcnetic Lshqratory*,Gtlnetic ·Clini'" by . ,". , c  . . .  "" . . . . .  

t"" "." " "  . "  , �  ' . .  , . _ - ,  , 1 . . " .' , l  , , , .1 

(N��' ��d' �cidr'e��';;( , �ppii���i)' b��' �;';;' ����i��ci' 'by' ih�"ApPr�p�i�i� 'X;;ih;;;ii;: ' 
• .. ,._ .. . ' • • • 4 ••• , • • •  ",.:'J)� ..... , . ....... . . . . . .  � • • • •  .' • • • • •• •  .-• • • • •  .- • • •  � . . .... . . . . . . . . . ... . . .. . . . . . . • • i . . .. . . . 

, . . . 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  , . . .. .. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . _ . . . . . . . . . .  . 

. . . . .  " . "  . . . . . . . . . .  on . . . . . . . . . . .  " . . . . . . . . . . . . . . . . . . . .  (date). 

*The list " of enclosures attached to the application in Form A has been "eri­
ried with the enclosures submitted and found to be correct. 

OR 

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

' 

. . 
- " . ,,' 

This acknowledgement does not confer any rights on the applica'lii for grant 
or fCnewal of registration. 

( . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  ) 
Signature and Designation of 

Date : Authority. 

SEAL 

'Strike out whichever is not applicahle '>f not necessaty. ; 
I G1196-4 " ' . , , ,, . • , . .  

FORM B 

ORIGINAL 
DUPLICATE FOR. D)'$fL�Y 

[ See rules 6(2), 6(5) and 8(2) I 

CERTIFICATE OF REGISTRATION 
. • I . ( '{O "be �s�1I"rl in duplicate ) 

1. In exercise of the powers conferred under section 19(1) of the Pre-natal 
Diagnostic Techniques ( Regulation and Prevention of Misuse) Act, 1994 (57 of 
1994). the appropriate Authority . . . . . . . . . . . . . . . . . . . . . .  , . . . . . . . . . . .. . . .. . .  ; . . . . . .  c . . .. ; 
• . • . . • .  :. : . • . •  " . . : . . . . . . . . . . . . '" . •  " hereby gran� registration to t!le Genetic CQunselling 

• Centro*/Genetlc ,  Laboratory" , Geneti •. " Clin!c*' named· &I"l!' (or purposes of 
'. � , ;  ( , � ,  . . . .  
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carrying out Genetic CounselU\1g'j Pre-natal Diagnostic Procedur .. *jPre-natal Diag­
nostic Tests'" as defined in the aforesaid Act for a p.:riod 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 saspension or cancellatioo 
of this Certificate of Registration before the expiry of the said period of five years. 

A. Name and address of the Genetic Councelling Centre * /Genetic Labora­
tory' j Genetic Clinic' 

B. Name of Applicant for registration 

C. Pre-natal diagnostic procedures approved for (genetic clinic) 

(i) Ultrasound 

(ii) Amniocentesis 

(iii) Chorionic Villi biopsy 

(iv) Foetoscopy 

(v) Foetal skin or organ biopsy 

(vi) Cordocentesis 

(vii) Any other (specify) 

D. Pre-natal diagnostic test* approved (for Genetic Laboratory) 

(i) Chromosomal studies 
(il) Biochemical studies 

(iii) Molecular studies 
3. Registration No. allotted 

4. For renewed Certificate 0f Registration only 

Period of validity of earlier Certificate From . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

• 0 • • • • • • • • • • • • • • • • • • • • • • •  To . . . . . . . .  " . _  . . . . .  " . . . . . . .  of Registration. 

Signature, name and designation of the 
Appropriate Authority . . . . . . . . . . . . . . . . . . . . . . . 

Date 

SEAL 

• 

-- ---- -� - _._-- -------

* Strike out whichever is not applicable or necessary. . 
DISPLAY ONE COpy OF THIS CERTIFICATE AT A CONSPICUOUS • 
PLACE AT THE PLACE OF BUSINESS. 

• 

• 

• 
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FORM. C 

[See rules 6(3), 6(5) and 8(3») 

REJECTION OF APPLICATION FOR REGISTRATION OR 
RENEWAL OF REGISTRATON 

In exercise of the powers conferred under section 19(2) of the Pre-natal 
Diagnostic Tecbniques (Regulation and Prevention of Misuse} Act, 1994 the Appro-
priate Authority . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  bereby reject. 
the application for grant*Jrenewal* of registration of the Genetic Counselling: 
Centre"jGenetic Laboratory"j Genetic Clinic' named below for the reasons stated. 

Name and address of tbe Genetic Counselling Centre"j Genetic 

Laboratory' jGenetic Clinic". 

Name of Applicant who bas applied for registration. 

Dat. : 

Reasons for rejection of application registration . 

Signature, name and designatioR of 
Appro priare Authority . • . . . . . . . . . . . . . . . . .  

SEAL 
--------- ------------ ------------ -

• *Strike out whichever is not applicable or necessary. 

• 

FORM D 

[See rule 9(2)) 

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

OUNSELLING CENTRE 

I .  
2. 
3. 
4. 
5. 

6. 
7. 

Patient's name 
Age 
Hnsband'siFather's name 
Full address witb Tel. No. if any 
Referred by (Full uame aud address of Doctor(s) with registration 
No.(s) (Referral not to be preserved carefully with case p.lpers) 
Last menstrual periodj .. . . . . . . . . . . . . . . . .  weeks of pregnancy 
History of geneticjmedical dis • .,e in tbe family (specify) 

Basis of diagnosis 
(a) Clinical 
(b) Bio-Chemical 
(c) Cyto-gonetic 
(d) Other (e.g. radiological) 
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S. Indication for pre-natal diagnosis 
A. Previous child/children with :  

(") (ti) 
(iii) 
(iv) 
(v2 (v.) 

(vii) 
� �" " 

Chromosomal: disorders 
Metabolic disorders 
Congeonal anomaly 
Mental retardation 
Haemoglobinopalhy 
Sex-linke"· diiO£ders 
IAony "ther (sPecify). 

B. Advanced inaternal age (- 35 years) 
�. Mother/fatl!erisi"bling ' has genetic' disease (specify) 

D. Others (.p.cif�) 

9. Procedure advised* 

(i) Ultrasound 
(ii) Amniocentesis 

(iii) ChorioDi<;, Villi biopsy 
(iv) Foetoscopy 
(v) Foetal skin or organ biopsy 
(vi) ,CoI.4OWl.te&ii . • '.H-(vii) Any ol�L:�pecify 

10. Laboratory le,ts to be carried oul 

(i) Chromosomal studies 
(ii) Biochemical studies 

(iii) Molecular studies 

11 .  Result of pre-natal diagnosis: 
If abnormal, give details. 
j . c: . ' . , -'  I .  

12. Was MTP advised? 

13. Name and address of Genetic Clinic· 
to which patient referred. 

14. Dates of commencement and completion of 
genetic counselling. ' I  

Date : 

" "  ' \  f ' " 

Normal/Abnormal 

Name, Signature and Regis� 
tration No. of the Medical 
Geneticist/Gynaecologist/ 
Paediatrician. ' .  

• 

._------- -----_._-- --------- . 
"'Strike out whichever is not applicable or not ,necessary 0" 

• 

• 

• 
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FORM E 

[See rule 9 (3)] 

Ex- 84/98 

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

• 

• 

1 .  Patient's name 
2. Age 
3.  Husband's/Father's name 
4. Full a,ddress with Tel. No., if any 
5. Referred by/sample sent by (full name and 

address of Genetic Clinic (Referral note to 
be preserved carefully with case paper). 

6. Type of sample : Maternal blood/Chorionic 
villus sample/amniotic fluid/Foetal blood 
or other foetal tissue (s�ecify) 

7. Specify indication for pre-natal diagnosis 
(A) Previous Child/children with: 

(i) Chromosomal disorders 
(ii) Metabolic disorders 

(iii) Malformation(s) 
(iv) Mental retardation 
(v) Hereditary haemolytic anaemia 
(vi) Sex 1inked disorder 

(vii) Any otLer/(specify) 
(B) Advanced maternal age (-35 years) 
(C) Mother/father/sibling has genetic disease 

(specify) 
. 

(D) Other (specify) 

8. Laboratory tests carried out (give details) 
(i) Cromo<;omal studies 
(ii) Biochemical studies 
(iii) Molecular studies 

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

10. Date(s} on which tests carried out 
The result of the pre-natal diagnostic tests were 
conveyed to . , . . . . .  . . . . .  . . . .  . . . . on ._. " ,  . . . . . ... 

Date 

• 

Normal/Abnormal 

Name, signature and Regis­
tration number of the Me­
dical Geneticist . 



Ex-M/98 38 

FORM F 

[See rule 9( 4)J 

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

1. Patient's name 
2. Age 
3. Husband's name 
4. Foil address with Tel. No., if aoy 
5. Refered by (full name and address of doctor(s)/Genotic Coun",lliog Contre 

(Referral note to be preserved carefully with case papers). 
6. Last menstrual period! . . . .  weeks of pregnancy 
7. History of genetic/medical disease in the family (specify). 

Basis of diagnosis : 

(al Clinical 
(b) Bio-Chemical 
(e) Cyto-genetie 
(d) Other (e.g. radiological·specify) 

8. Indication for pre-natal diagnosis 

(A) Previous child/children with : 
(i) Chromosomal disorders 
(ii) Metabolic disorders 

liii) Congenital anomaly 
(iv) Mental retardation 
(v) Haemoglobinopathy 
(vi) Sex linked disorder 

(vii) Any other (specify) 
(B) Advanced maternal age (-35 years) 
(C) Mother/fatber/sibling bas genetic disease (specify) 
(D) Other (specify) 

9. Procedures carried out (with name and re�istration No, 
of Gynaecologist/ Radiologist/Registered Medical 
Practitioner) who perfonned it. 

(i) Ultrasound 
(ii) Aminiocentesis 

(iii) Chorionic Villi aspiration 
(iv) Foetal biopsy 
(v) Cordocentesis 

(vi) Any other (speify) 

1 O. An�' complication of procedure-please specify 
11. Laboratory tests recornended* 

(i) Chromosmal studies 
(i1) Biochemical studies 

(iii) Molecular studies 

• 

• 

• 

• 



• 
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12. Result of pre-natal diagnostic procedure and NOlmal/Abno;nu: 
specify abnormality detected, if any. 

13. Wa, MTP advised/conducted 
14. Date(s) on which procedures carried out 
15. Date on which MTP carried out 
16. Date on which coneent obtained. 
17. The result of pre-natal diagnostic 

procedUi e were conveyed to . . . . .  � 

. . . . . . . . . . . . . .  on . . . . . . . . . . . . .  . 

Date : 
Placo : 

Name, Signature and Registration Number 
of the GynaecologistlRadiologist! Regis­

tered Medical Practitioner 
._----

*Strike out whichever is not applicable or not necessary. 

FORM G 
[See rule 10)] 

FORM OF CONC E NT 

I , .  . . . . . . . . . . . .  . .  . .  . . . . .  . . . . .  . .  . .  . .  . .  . .  . . . .  . . . .  wife/daughter of . . . . . . ... . . 

age . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ... . .  years resldJug at . . . . . . . . . . . . ..... . . . . . . . .  . 

. . . .  � . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  , . . . . . . .  . 

hereby state that j have been explained fully the probable side effects and after 
effects of the pre-natal diagnoslic procedures. I wish to undergo the pre-natal 
diagnostic pr�cedures in my intacst to find but the possibility of any abnormality 
(i.e. deformity or disorder) ill the child I am carrying. 

I undertake not to terminate the pregnancy jf the pre-natal procedure and 
any pre-natal tests conducted show the absence of deformity or diso;"ders. 1 un­
derstand that the sex of the foetus will not be disclosed to me. 

I understand that breach of this undertaking wiIl make me liable to penalty as 
prescribed in the Pre-natal Diagnostic Techu!ques (Regulation and Prevention of 
Misuse) Act, 1994 (57 of 1994). 

Date : Signature 

Place : 

I have explained the cOlitents of the above consent to the patient aud her 
companion (Narue . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . 

Address . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . 

. . . . . . . . .  _ . . . . . . . . . . . . . . . .  relationship . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  ) 
in a language she/they understand. 

Date : Name, Signature and registration num· 
ber of Gynaecologist 
Name, address and Registt ation num­
ber of Genetic Clinic 
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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 .  SI. No. 

2. File number of Appropriation Authority. 

3. Date of receipt of application for grant of registration. 

4. Name, Address, Phone/Fax etc. of Applicant. 

5. Name and address(es) of Genetic Counselling 
Centre' /Genetic Laboratory> /Genetic Clinic'. 

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

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

8. Registration number allotted and date of 
expiry of registration. 

9. Renewal, (date of renewal and renewed upto) 

10. File number in which renewals dealt. 

l l . Additional information, if any. 

Guidance for Appropriate Authority. 

Name, designation �1 nd signature of 
appropriate Authority. 

(a) Form H is a permament record to be maintained as a register, in the 
custody of the Appropriate Authority. 

(b) 'means strike out whether is not applicable. 

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

(d) On renewal, the Registration Number of the Genetic Counselling Centre/ 
Genetic Laboratory/Genetic Clinic will not change. A fre3h registration Number 
will be alloted in the event of change of owners nip or management. 

• 

• 

• 

• 

, 

• 

• 



! 

• 

• 

• 

• 
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(e) No registration Number shall be allotted twice. 

(f) Each Genetic Counselling Centre/Genetic L.b.>ratory/Genetic Clinic may 
be allotted a folio cOllsisdng of two facing pages of the Register for recording: 
Form H. 

(g) The space provid;:d ror 'additional inform.irion' may be used for -recor­
ding susrension. cancellations, rejection of application for ren:wal, change of 
ownership/mo:magement, outcome of any legal proceedings, etc. 

(h) Every folio (i.e. 2 pages) of the Register shall be 
signature of the Appropriate {\ uthority, with date, and every 
shall also be similarly authenticated . 

authenticated by 
iubsequent entry 

Pu.bli&hed " lIsued by the Controller. Printina a: Stationery 
Priated at the Mizoram Govt. PrHt, Aizawl-(}- SOO 

• 


