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Director Health Services
Clinical Establishment Act. 2010,
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o
1) The President
IMA Complex
Sector 35 -B
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Under CEA, 2010
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Subject: - Regarding the Gazette Notification of Minimum Standards of

Medical Diagnostic Laboratories (or Pathological Laboratories) under Clinical
Establishments Act, 2010

In reference to the above mentioned Subject

Kindly, find enclosed copy of the Gazette Notfication No G S.R
48(E). dated 18" May. 2018 regarding the Minimum Standards of Medical Diagnostic
Laboratories (or Pathological Laboratories ) under Clinical Establishments Act. 2010

Further, the egazette link of the notification i1s available on the link
http //egazette nic. in/WriteReadData/2018/185753 pdf” for your information and
necessary action
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MINISTRY OF HEALTH AND FAMULY WETLFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 18th May, 2018

G.S.R, 468(10).—Whereas the draft of certain rules to amend the Clinical Establishments (Central Government)
Rules, 2012 was published, as required under section 32 ol the Clinical Establishments (Registration and Regulation)
Act. 2010 (23 of 20100, in the Guzette of India. Extraordinary, Part 1, Section 3, Sub-section (i) vide notification of the
Government of India in the Munstry of Health and Family Welfare, Department of Health and Family Weltare, numbe
G.SROAHE). dated the 3" May. 2017 imviting objections and sugsestions from all pessons likely to be aftected thereby:
And whercas objections and suggestions recenved from the pubhic have been duly considered by the Centrul

Government:

Now. therefore. m exercise ol the powers conterred by sectnion 52 ol the sid Act, the Central Government
hereby makes the Tollowinga rules further 1o amend the Clinical Establishments (Central Government) Rules, 2012,
namely

RULES
| 1y These rules may be called the Climcal Establishiments (Central Government) Amendment Rules, 2018,
(23 They shall come into Toree on the date of ther pubheation in the Orficial Gazette.

sl In the Chinical Establishments (Centrad Government) Rules, 2012, (therematter relerred to as the sid rules),
i rule 2 ater clause (h), the Tollowing clause shall be mserted. namely

"(bb) “Schedule™ means the Schedule appended to these riles”.
3 In the said rules, after rule 8, the following rule shall be inserted, namely:—

“SA. Minimum Standards for Medical Diagnostic Laboratories (or Pathological Laboratories) — Every
chimieal establishment relating to diagnosis or treatment of diseases, where pathological, bacteriological,



rd
s
/
o
[ 90T 1] =T 3i) ] A TSNS AR Y
genetic, radiological, chemical, biological investigations or other diagnostic or investigative services, are
usually carried on with the aid of laboratory or other medical uqmpmu]l shall comply with the minimum
standards of (acilitics and services as specified in the Schedule.”
4. In the said rules, after rule 9, the following Schedule shall be inserted, namely:-
SCHEDULE
|h‘. No. Type ::I L.|Im| ator v | Basic Composite \lu(lmm Advanced
| L2 J (3) 4 (5
- b T T - — - e ™ a7 e K o —
’l 13'1(:(:pu of Sevvices | These lests (as | In addition o the tests | o addion o lests
| ‘ mentioned below) can be | pevformed in hasic | performed o mediom
| performed n maobile | composite laboratory, | laboratory, additional
[ | laboratory al ficld | meluding tests mentioned | tests mentioned as under
| - locations also s under.
! ! — - | : : - e : — I
; Lt Biochennstry | Routine Biochenustry | Hormone Bioassay, | (a) coagulanon  prohle
1 ‘ | tests like Blood Sugar. | Tumor markers.  plasma | Drug monitoring — and
| Renal  Tunction  Tests. | protemn electrophoresis toxicalogy  assay.
| N A
| Liver  Funcuon  Tests, (hy Molecular  genctics, {
[ Amylase, tests for detecnon ol
:\ Lipase, Lipid  profile. mborn Crrors of
Cerebro  -Spinal  Fluid metabolism
(CSE) and other
i biological uids (alucose
| and protein). Oral
| Glucose Tolerance Test,
‘ Electrolytes. Caleium or
Phosphate.  HbATeo any ‘
o cliemistry based ‘
!'.l|1u| test
ez - b g - - — S
% Haro Henm aran Rlesdine ' Coagulanon As Al other Haematology
I = : i T teests also
Prothrompin P
Activated Partiab
| Thramboplastin |
' Iime,  Blood  grouping
; and matching |
| 4 1
| (¢ Thstopathology Nil May do. subpeet 1o Fhistopathology
avatlability of equipmient | Exanmmation
| and specialist
| ‘ R = e — i = SESEES e
() Molecular Genetics Nil May do.  subject 1o | Molecular genetics
availability ol equipment
and s‘p;:cmllﬁl
() C ympatlmlnﬂ Nil PAP smear. Fine Needle | Immuno  Cytochemistry.
! | Aspiration Other  biological  1lwid
| | ‘ Cyvtology(PNAC), cytology:
| l sputum and  CSE | Ulvasound or CT guided
‘ ‘ cytology FNAC
B . i = ' . e
L Tmmuno I Nil Nil ITmmunohiste=chenistry:
| histopathology I
[(2) ) Medical Microhiology| Basic tests like Rapid | (2) Serological tests for | () Culture sensitivity
“ & lmmunology Test (Pointof Care tests) | viruses, bacterta,  fungi, | tests for viruses.
‘ R A o " AU . e
‘ ! Ton mlection, urine | pavasies (b Reul Time
| routine examination and gy el Sensitivity | Polymerase Chain
| SHETe L Hangmg 1o Bacteral o fungal Reaction (RTPCR) tests.
| drop for Vibrio cholerae. | )
i Stool Tor ova . ¢yst () (th«.;r special stains (el I‘m\m' illilgA‘,llnﬁlh lest
! hesides Gram's st Tor intechious discases.

AN LY
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Management Rules; 2016
lmeluding radioactive
[ materials, loxie
chemicals, microbial
agents, infected
biological material.
! (h) z\I]]Trnpri:ncT'u'c exat | Desirable Desirable

|
-

J Advanced

| Desirable

Essential

Essential

Fissential

Essential

Fssential l

Essential




HUZ 3 |

water ele.

collection

[ (b) Sample
J arei
(¢) Laboratory
adequate diffuse and spot
lighting
1 ()
| |
| (¢) Reporting and billing
|
|

Toilet

area
; () Stalt roon and
doctor's duty room - Male
and  female  dilferent
where 24 hours services
avatluble

{ (2) Washing room
T{hl Preservation  of  the
Foapectmens and shicdes
(1 Eleewcal tacilities
\ = .
Cp Temperature contral
lor specialized equipment
like Tlow cytometry and
chemiluminescence
Lequipment  ELISA  test
| equipment ete

HIIN
PN AC

I - gt b

ms Dark TN tor
Immuno-tluorescence
tn) Frozen Section
| N
| Lacilities
T —— B
| |4 Furniture and

| | fixtures
‘I A Communication
Csystem - Telephone and
mohile number for
| appomtment

~—

6 Wash Basins

11 | HUNMAN RESOURCE

- 4

[ty Mimmum

[ qualification
Fechnical IHead

( Labortory or Specialist

0l “Authorised

Signatories,

ol

“The authorised

signatory will be liable
[ Tor authenticity of the

laboratory 1est report.

with

|

Essential

Lissential

Essential

Lissential

Lissential

Desirable

Fssential

Fissential

done

v tor all i Pesirable

Nt reyutr

Fissential

od

Not ;lg)p[it]ﬂc 7

Essential

Desirable

Essential

Desirable

ol | Medicine
ol Surgery (MBBS) from

arecognised  umiversity
mstution

Tere evel
merpretation ol lab
results o opinion  there
an are required,
registered  Bachelor  of
Medicine and  Buchelor
ol Surgery  (MBBS)
medical  practitioner s

Bachelor
and

U D AR 3

thi Counselling room for [ bssential, b HIV es is

ol

Bachelor

i - Sa—

Essential
issentiul
lssential
Fasential

Desirable

Fssential
Fssential
Essential
Lssential

Essential

Lissential

Essential

Lssential
lissential

[issential

Fssential. i LIV test i

Essential

Fissential

Lassential

Fssential, il HIV test i
done

-

Desirable

Essentiad

Essential

I

done

Desirable

N TR T

Fissential

Essential as per scope of
services

Desirahle
i

lssential

Fissential Duoctor ol
Medicime (M) or
Diplomate  of - Nanonal
Bourd (DNB) n
Pathology oy
Brochemisiry or Medical
Microhiology o1
Laboratory  Medicine  or
Diploma in Climical
Pathology — (DCP) or
Bachelor of Medicine and
Bachelor — of  Surgery
(MBBS) with Doctor of

Philosophy (PhD) in any.

" Desirable

Essential as per scope
of services

Essential: Doctor of

Medicme (MI)) or
Diplomate of National
Bourd (DNB) n
Pathology or
RIUL'I'IL‘I'I'II\II'_\’ or

Medical — Microbiology
or Laboratory Medicine
or Diploma in Clinical

Pathology  (DCP)  or
Bachelor of Medicine

and Bachelor of Surgery
(MBBS) with Doctor of
Philns_<m!1__y _(PhD) in.
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O - [ essential. of the subjects above. | any of the  subjects
Desirable: above,
Desirable

|
|
|
|
i
|
|
|
|
!
|
| |
| |
|
|
\
\
(b) Number of laborator _vi
i technicins with Diploma
| fn Medieal  Laboratory
Fechnology (DMETY or
Bachelo of Science
[ {BS¢) Medical
! ! Laboratory — Technology
[ (MLT) ar
| Master ol Science (M.Sc.)
| Bio-chenustry or Micro
| hology quahification fram

arecognised university or
mstiution

L) Support stall
‘ (Laboratory  Assistant o
i Laboratory Attendant)

| Roster ol salary ol stall,
Periodic  health  check-

ups and vaccination of

Essential: |

Lassential: 1

I any special test of other
done. 1L s
desirable that speciahist off
that subject necds be there
on [ull nme or part time or
outsourced basis

speciality s

“Special tests means any
other apurt routine
hasic biochenmistry.
haematology,  or
microbiology

from

medical
lests as
listed i basic composite
liuhoratory.

Hustration:
(1) Specral Tests
pertaining I Bio-
Chemistry and — Micro-

biology shall be reported
by Doctor of Medicine
(M) or Diplonate ol

National - Board (DNB)
Bio-Chenistrn el
Doctor — of Medicine
(MDD o Daplomate ol
Natonal  Board (IDNB)

Micra ."Jlr'fulg'\
respectivedy

Boopanpen o Uity
ecHeRs st e
repoited  byoow
possessing - Doctor ol
Medicine (MD) or
Diplomate ol National
Board (DNB) Parhology.

person

It any special test of
other speciality 18 done,
it s desirable that
specilist of that subject
needs be there on full
time  or part time o
oulsourced basis.

“Special  lests means
any other apart  from
routine hasic

biochenustry.,
hucmatology. or
medical  microbology
tests as listed i basic
composite laboratory.

Hlustration:
(i) Special Tests
pertaining o Bio-

Chemistry and  Micro-
shall he
reported by Doctor of
Medicine (ML) o
Diplomate of  National
Board  (DNB)  Bio-
Chemistry and - Doctor
of Medicine (MD) or

hiology

Diplomate o National
Board (DNBY  Micra-
fudoey respectively

il H’u’f‘\.( ' 041
Cvtelogy spccunens D
1o be reported by oa
person POSSESSULG
Doctor ol Medicine
(MD) or Diplomate ol
National Board (DNB)
Pathology.

Essential: 2

! *
Fssential: |

Essenual: 4

Fssential: 2
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IV INSTRUMENTS OR IR EQUIPMENT OR DRUGS S e

(@) List ol minimum Essential as per scupc of ntial as per scope ulj Essential as per scope
miedical diagnostics | services SCIvVICes ol services
| laboratory cquipment
with gquantity

(hy List  of  mimmum | Essential as per scope ol [ Essental as per seope ol | Lssenual as per scope

medical diagnostics | services SEIVICes of services
[ laboratory  instrumients
with quantity

f

! (¢) Steribisation such as | Essental Lissential ' Fassential
hot wir oven or autoclave

() Last ol reagents and | Bssental lussental Fssential
constimables requiied

fer Lastof Disposables Fssential Easential Essenual

() Policy ol annual | Desirable Desirable Desiruble
mamtenance  contract or ;
comprehensive L |
maintenance contract and ‘
records  for  equipment
(Log books)

1 F(.AI OR STATUT()R\’ REQUIREMENTS

I.Lg.:l o stawtory | Essential Essential

! Jrequirements  such as
registrahion under  the
provisions of Biomedical
Waste Management
Rudes 2016 with Stiate o |

P ettt Y

2 s =

sential

i
|

e ialton Contn boars

vkl reatistration numibe
and date of expuy. site.
space. lucution el
environmental |
requirements (o be as per |
local bye- laws

RECORD MAINTANENCE AND RE l’()li TING

(a) Reports ol all | Lssential (Climeal,| lssential (Chimeal | Essenual (Ch
patients  date  wise and | Establishment to | Establishment to maintam | Establishment

specialty wise for | maintain informution and | information and statistics | maintain - inform
example: Histopathology, | statistics provided) provided) and statistics provic
Cytology.  Huaematology
and Laboratory Medicime.

b ¢

“ssential Essential

(b) Medico  legal | E
records, 1f applicable (as

| - per relevant law)

[ techmenans  working '
| Tabaratory indicatng then
Cdetds ol qualiheation |
traming and others

|
o ‘. S ] N
[ () Availability ol | Desirable Desirable Desirable
| relerence library |
| including hooks or |

periodicals or e journals
or Compact Dise (CD)s

{
| 4 - = = | —— = - ——— e s =
tc) Record  keeping ol { ssential Lssential Fssental
|
|
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ey Duration  of | Essential isental | Bssemtial
preseryation ol record (as |
| apphicible from wme 1o ¥
T | I
VIE STANDARDS ON BASIC PROCESSES ' ]

vae bhrecuon Control | Essential Lssential
practices as per Bio

Medical Wasle

Management Rules, 2016

th) Satety Essential

considerations-  use ol

disposable needles ete

(o) Putient  Information | Essential Essential

and ducabion

"y Process of calibration | Essential Fssential
ol cquipment and

reagents

(¢} Booklet of Standard
| operating  procedures of
| all procedures available

[issential

Lissential

|
|
() Grievance Lssential 1 Fossenual

| regastiation and  disposal

! mechanism
} et : :

| : ‘ : 3 :
| () Quality Comtrol | Desirable Desirable
‘ Cthe  form o external

quality assurance scheme

or mter-laboratory

comparison.  as the case

Ty B

s Pobey of praticiency Desirable Dresirable

testing ol Lests pertormed

Note: The principal rules were published in the Gazette ol India, Extraordinary, Part 1 Section 3,

notification number G.S.R. 387(F). dated the 23" May. 2012,

Essential

Essential

Essential

I
Essenual
Essential

Fssential

Desimable

Desirable
[ 15 No. Z. 28013/40/2017-MS|
SUDHIR KUMAR, JU Seey.

sub-section () vide
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