,IN THE SUPREME COURT OF PAKISTAN ISLAMABAD
(Original Jurisdiction)

To Most Ur ent

The Attorney General for Palﬂstan Islamabad.

The Advocate General, Islamabad.

The Advocate General Punjab, Lahore C/o DR(L)
The Advocate General Sindh, Karachi C/o AR(K)

The Advocate General KPK, Peshawar C/o AR(P)

The Advocate General Balochistan, Quetta C/o O/L(Q) _
The ' Secretary, National Health Semces Regulation & 1
Coordination, Islamabad. Eiisl
The C.E.O, DRAP, Islamabad. ] <
The Chairman, Punjab Health Care Commission. C/o DR(L}) .
10. The Chairman, Sindh Health Care Commission C/o AR(K) © 7.,
11.  The Chairman, KPK Health Care Commission C/o AR(P)

12. The Chairman, Balochistan Health Care Commission C/o O/I (Q)
13.  The Secretary Health, Government of Punjab C/o DR(L)

14.  The Secretary Health, Government of Sindh C/o AR(K)

15.  The Secretary Health, Government of K.P.K. C/o AR (P)

16. = The Secretary Health, Government of Balochistan C/ 0 0.IQ)

17.  The Secretary, CA&DD, Islamabad.

18.  Dr. Nadeem Hayat, Punjab Institute of Cardiology, Lahore C/o DR(L)
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o ey 5 19. Dr. Azhar Kayani, Chief Executive, Rawalpindi Institute of

Cardiology, Rawalpindi.
20.  Dr. Nadeem Rizvi, National Institute of Cardiology (NIC) C/0 AR (K).
21.  Dr. Adnan Gul, Lady Reading Hospital, Peshawar, C/o AR(P)
22; Dr. Jalal-u-Ddin, Bolan Medical College Hospital, Quetta c/o 0/1(Q)
23.  Dr. Bashir Hanif, President Pakistan Society of Interventional
Cardiology (PSIC), Shalkh Zayed Hospital, Punjab University Road,
Lahore C/o DR(L). ;

SUBJECT: HUMAN _ RIGHTS CASE _No. 10633 -/ 2018
. IN THE MATTER REGARDING AFFORDABLE STANDARD PRESCRIPTION OF CHEAP
' MEDICAL TREATMENT FOR THE HEART SURGERY PATIENTS.

Take notice that HRC No. 623-P/2017 (In the matter of
imbedding substandard Cardiac Stents) came up for hearing before the
Court on 20.03.2018 and while dispesing of the matter, an order was

passed (certified copy enclosed), relevant portions. wherefrom are

reflected as under;

“...Therefore, having considered the report, we make it a part of
this order and direct its implementation in letter and spirit
within a period of 90 days by all the quarters concerned and the
respective compliance reports be subsequently submitted after
the lapse of stipulated period for our perusal in Chambhers.
2. On account of the above, this matter is disposed of.

3. We have also requested the Committee constituted vide
order dated 8.2.2018 to devise and provide this Court with an
affordable standard prescription of cheap medical treatment for
heart patients pre and also post the heart operation/surgery. Lt.
Gen Df. Azhar Kiyani, Head of Rawalpindl Institute of
Cardiology, Has successfully formulated such affordable standard
preéscription for heart patients and states that samples of the
same will be provided within a couple of days. Let the needful be
done and the office is directed to  separately number this aspeot
of the matter. After the provision of the said sample
prescription, the same be widely published so that the people
can be made aware of this alternative prescription ol medicines
¢te. that is available in the market at cheap prices for their
medical treatment, and the treatment of heart deceases can be
made affordable for all. Besides, Lt. Gen. Dr. Azhar Kiyani should
dlso  apprise use as to what other health treatments can be
similarly provided affordable standardized prescriptions for and
in this regard, which medical experts/specialists from the _Health
Scctor can be approached to obtain their pro bono | nssﬂstance in
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the interest of the public at large to formulate such standard
prescriptions for inexpensive drugs within an affordable price
range. Moréover, a list of essential | medical e I equipment, basic
facilities and SéiVices that should be available in Emergency
Ward/Departments of all hospitals, particularly in public service
hospitals, be provided by the next date of hearing. Re-list
separately numbered matter on 27.03.2018.”

—
(O —————

Take further notice that in compliance of the above
reproduced order, a separate file has been prepared, bearing HRC No.
10633-/2018, which stands fixed for hearing before the Court, on
ZEW, at 09:00 a.m. in the Court House, at Islamabad. You are,
therefore, required to ensure compliance on your part, of the enclosed
Court Order in letter & sprit within the stipulated time period and also to
appear before the Court on the date & time fixed for hearing of the

subject Case. "

Islamabad: 221d March, 2018 (Sr. Court Associate)
You are required to bring original {H;;?(?gllggzlatass%e?ﬂ)
CNIC for purpose of verification of :

your identity. Fax:051-9219516



IN THE SUPREME COURT OF PAKISTAN
(ORIGINAL JURISDICTION)

PRESENT: MR. JUSTICE MIAN SAQIB.NISAR, HCJ
MR. JUSTICE UMAR ATA BANDIAL
MR. JUSTICE [JAZ UL AHSAN

HUMAN RIGHTS CASE NO.623-P OF 2017
(In the matter of imbedding substandard
cardiac stents) :

In attendance: Mr. M. Wagar Ahmed Rana, Addl. A.G.P.

.*Ms. Asma Hamid, Addl. A.G., Punjab
Mr. Shehryar Qazi, Addl. A.G., Sindh
Mr. Zahid Yousaf Qureshi, Addl. A.G., KPK
Mr. Ayaz Swati, Addl. A.G., Balochistan
Mr. Akram Ali Khawaja, Addl. Secy. Health,
Sindh
Mr. Rashid Hussain Qazi, Sp. Secy. Energy
Sindh

Mr. Amir Latif, Deputy Director DRAP
Mr. M. Ayub Naveed, AD DRAP
Mr. Bakhtial Ali, SO Health KPK

Mr. Abdul Sattar Pirzada, ASC

- (For Health Care Devices Association of Pakistan)

Mr. M. Ali Raza, ASC
Mr. Tariq Aziz, AOR
(Pakistan Institute of Med. Cardiologists)

Lt. Gen. Dr. Azhar Kiyani, Head of

Rawalpindi Institute of Cardiology

Dr. Minhaj Qudrai, CEO Sindh Health Care
. Commission

Dr. Tipu Sultan, Chairman, Sindh Health

Care Commission

Mr. Farooq Shah, Admn Officer KP Health

Care Commission

Date of Hearing: 20.03.2018
ORDER
. MIAN SAQIB NISAR, CJ.— Pursuant to our order, a
ATT s?report had been submitted on the last date of hcaring by the
Committee, -appointed with the consent of the all stakeholders,
. Court A ciate“ copies whereof were handed over to all the relevant quarters. Tbe

Supreme Courl of Pakiste

e Government of Punjab and other Provinces have no objection to

the same, but the DRAP has filed certain comments to the > report,
wiitich comments do not specifically reflect that the report is not

reTarkable or Tor any réason cannot be implemented. The report is

reproduced hereinbelow:-

L o
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Cour
Yelamabad

Syprent

RECOMMENDATIONS AND PROPOSALS

OF THE COMMITTER

Following are the recommendations submitted by the members of Commutior ay

directed by the Honourable Supreme Court of Pakistan comprising of following

members,;

1) Dr, Azhar Kiyani, Rawalpindi Institute of Cardiclogy, Rawalpind:
(Chairman) i

ii) Dr. Nadeem 1Tayat Malile, Punjab Institute of Cardiology, Lahore (Punjab)
i) Dr. Nadeem Rizvi, NICVD, Karachi (Sindh)

iv) Dr. Adnan Gul, Lady Reading Hospital, Peshawar (KI'K)

v) Dr. Jalal Uddin, Bolan Medical College Hospital, Quetta (Riluchistan)

vi) Dr. Bashir Hanif, President Pakistan Society of Interventional'Cardiclogy
(PSIT)

The principle problem areas needing attention were 1dentified as under;

a.  Absence of regulatory control of Cath Labs along with their registration
and. nan existence of credentialing mechanism of operators, as a canse of

concern regarding patient safety  during interventional . cardiology
procedures.

b. Lack of regulatory quality control of medical devices with absence of any
mechanism to provide patients with low cest quality products.

2. In the above perspective and pursuant to directions of the Honcrable
Supreme Court of Pakistan, the Commiltee seeks to submit the following
proposals on ditferent issues after having called for. considercd and met vnth
representatives of the respective Provincial Governments, Medical Devie
Importers: Association, DRAP and the Federal Ministry of ITeaith Sciences nv
well as having reviewed the recommendations and guidelines contained i the

‘Cardiac Cathelerization Laboratory (CCL). Standards. and. Best Practice

i

Guidelines _for Pakistan' 2017 (CCL Guidelines 2017), formulatad and
presented by PSIC.

4

Subsequent to the August Supreme Court’s suo moto notice in HRC # 623 of

2017, the Ministry of National Health Services/, Government of Pakistan, aftes

{41



Human Rights Case No.623-P.of 2017

detailed consultative meetings with stakeholders held as per directions of t
August Supreme Court, dirscted Pakistan Society of 'Interventional Cardiology
(PSIC) to undertake the task of 'rcg;istrattion/accredita.tion of all cardiac cath jabs
in the country vide fed covernment notification - No.F.5-11/2017-Su
(Admn) dated 15/3/2017, clanse 3 and its subsection (3) (rzrmdud frerewitls

as Annexure A). L

2. In addition the Drug chulatéfy Autherity  of Pakistan-{DRr‘\P) vide its

" notification # F.NO.1-1/2017- DD/LA dated 22/3/2017, clause V (wttuchod

herewith as Annexure B), directed Pakistan Society of Interventional
Cardiology to prepare appropriate rules/regulations o regulate cath labs to

L safety.

achieve the objectives of safe use of stents, fair practices and patien
PSIC pointed out the cssential task of 0p°r"1t0r crede-‘\ti‘aling as well because s

was a very impertant component with regard to patient saﬁ,ty as desived in the

: DRAP nc’uﬁuanon.

3. Kecping in view the above directives of Federal Government and DAL, the

<ESTE
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Pakistan Society of Interventional C‘ardiolouy (PSIC) immediately calied a
joint meeting of College of - Physicians and Surg-_ons Palastan (CTSP)
cardiology  faculty  dean along with P\kmmn Cardiac * Sac iety 8)
representatives and CE/HODs of all major cardiac institutes of Pakisian, on
18" April 2017 at Rawalpindi instifute of cardiology (RIC) to devise 2
{ramework rcgardmg cath lab rcgl‘;tratlon/acoredﬁatlon along with credentisling

of operators.

Subsequent to this meeting and as per mandate given to PSIC by all the

relevant stakeholders, a consensus and a detailed document being the

Catheterization Laboratory (CCL) Standards and Best Practice Gurle

Pakistan 2017° (CCL Guidelines 2017) (attached herewith as Annexire &)

pertaining to cath lab 1f=gnslzat10n/regulatmn and opcmtor credentialing has
been formulated and was also submitted before the August Supreme Court by
PSIC on 03.02.2018. As this document-has been prepared on direction of
the federal govcrmﬁent and DRAP with full consensus of ail stakebolders
including CPSP/PSIC/PCS/CE & HODs of all institutes across the country. the
national interventionai cardiology board (NICB) fully cndofses this document io
be recognized as the national stand'lrcls for accredzmtmn of Cath Labs and
Operator Qualifications. The PSIC to facilitate the Cath  Lab registration process

has alrcady created and p! laced online the registration structure available o al! Cath
Lab for inputting their data and requeét for reisiration and accreditation. The said

system is operational and' may be readily used by the relevant autherinies.
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Following are the salient features of the CCL Guidelines 2017;

a. All the cath labs need to be accredited and registered in accordance
with the criteria laia down in the CCL Guidelines 2017, List of the
registered Cath labs list along with relevant details wouid be
available te all stakeholders including DRAP and the generai public.

b. Regulatory issues have been addressed by dividing the cath labs into
3 levels depending upon their in ﬁ'astfuculre. hospital acilities
and consultant interventional expertise available

c. Operator eligibility ecriteria to perform independent interven.oniai
procedures, for the sake of pntien;t safety, have been
comprehensively addressed in Section 3a of the document.

d. Best practices to be adopted at all Cath Labs and by all Operaiors w

ensure quality and low risk healthcare services to patients.

5. Subsequent to.the issues of a national repistry for medical dévices and the
registration of Cath Labs was raised before the August Court in submissions Hled
by the PSIC and the proposals submitted by the Committee formed hy the
August Court at the last hearing, DRAP issued an Advisory dated 12" Februars
2018 (attached herewith as Annexure D) requiring all Provincial Health
Commissions to register all Cath Labs on an urgent basis pursuant ta Rule 56(3)
of the Medical Devices Rules, 2017 for the purposes of securing information
from the Cath Labs of usage of cardiac stents. Such l'cg1§tration precess, which
has been started at some provincial levels however, is limited to a formal process
in the absence of accreditation of the Cath Lab’s technical capacity t¢ carey ont
interventional cardiology procedures. Therefore, it 15 imperative that such
:‘egisti'ation process be inclusive of the acereditation process recommended by
the Pl‘SIC and contained in the recommendations of this Committee being an
essential pre requisite of allowing a Cath Lab to operate. Furthermore, the
medical device registry put up by DRAP is limited to Cardiac Stents whervas the

requirement is to have all life saving medical devices registered.

RECOMMENDATIONS

A) All Cath Labs be registered with the respective Provincial Healthowe
Commissions upon obtaining accreditation of the Cath Lab as per the mandatory

A "eourt o standards setout in the CCL Guidelipes 2017 framed by the PSIC and as inay be
Sup ¢ amobe

amended with the approval of the NICB from time to time. Accreditation to take

place by a committee consisting of nominees of the NICB and one nominee of the

relevant Provineial Healtheare Commigeion  Accreditation and registration of
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L ath

existing Cath Lab’s be completed within 180 days where afier no unregs

Lab shall be'_pc;n‘njtted to aperate.

B) Annual monitoring and cvaluation of each aceredited and registerad Cathh Lab
shall be carried out on a regular basis to ensure that each Cath Lab is operating in
accordance with the CCL Guidelines 2617. &

¥ ¢

C) All Operators be duly certified and credentialed as per the CCL Cuide'ines

2017 by a committec consisting nominees of the NICB, PSIC and (he CP&P.

1. Currently the Drug Act 1976, the Drug Regulatory Authority Of Pakistan Act
2012 and Medical Devices Rules 2017 ave the legal dispemsal‘i@!‘;‘ governing the

registration, import, export, sale and manufacture of stents and dispos

hicy in

Pakistan. Federal Government by exercising the powers conferred by Section 36
and all other enabling provisions of DRAP Act 2012 issued notificarion MaF.5-

11/2017-So(Admn) dated 15/3/201’-1" to ac!c!rcsé issues relevant to regista

woof
medical devices including directing the mintmum standards and approved
countries of origin.  Furthermore ‘t‘his c!oéurﬁelut proposed a mechanism of
expediting the registration process with a provisional registration time duraiion as

less as 7 working days.

ra

DRARP is the federal authority for regisiration as well as pricing of all medical
devices including stents. DRAP vide its notification No.F.NQ.1-1/2017- 1M/ L4

dated 22/3/2017 1ssued an advisory fm-'taking mieasures to check the irrational

restrictive and exorbitant prices of -cardiac stents. This is a comprehensive

document aimed at ensuring that pricing of the medical device is displayed ui

conspicuous part of health care establishments performing cardiac procedines.

3. As per Clause 3, Subsection (4) of the Federal Government netification
No0.F.5-11/2017-So(Admn) dated 15/3/2017, in order to facilitaie the process

and ensure the quality and the transparency the Drug Regulatory. Authoricy of

Pakistan (DRAP) was also mandated to develop an [T based national reqistry,
by name of National Medical Device Registry (NMDR), for cardiac steats and
other 'life saving medical \ devices 1o prowide ' a mechanism  for
manufacturers/importers and cath laboratories to compulsorily enter the data of

manufacturing/importation and utilization of cardiac stents, respectively in
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national registry. This was required to help eradicate any chance of ilico

-
al

import of medical devices including stents.

4, The Punjab Health Ministry and the Punjab Healthcare Commission wvide
notification No. SO (P-1II) 1-1/2017 dated 20/2/2017 formuwlated o central
procurement committee ta finalize the rates of life saving medical devices for
purchase, aiming at transparency in purchase process and also ensuring quality
products at the most competitive lower, prices, for bulk purchase at public sector
hospitals in Punjab. This committee was (ormulated after a detailed scrutingy by
Chief Ministers Inspection Team with regards to “Heart Stent Scam 20177 and in
pursuance of notification NO.AS  (DEV).CMO/17/OT-4/ Dated 28/1/2017 by
government of Punjab. This committee went through full purchase process in
most transparent manner. With this exercise Punjab Government has been
successful in obtaining quotations at markedly reduced rates.

In terms of fixation of maximum prices it is imperative to consider that this can be
achieved on a rational basis in a stepwise manner over a reasonable period ol 12

months at the conclusion of which fixed maximum prices of cach category of
LSDM are permanently fixed. The reason to do so in stages is o ensure that by
placing extremely low price cap on an immediate basis without first ensuring a

confirmed supply of such devices at such fixed prices may result in an extremc

shortage of devices which would be detrimental to the welfare of the patients and

limit the requirement of specialized stents or of different sizing as is 2 necd or a

case to case basis.

6. In terms of the overall pricing of the entire treatment of Interventional
Cardiology, the cost of the entire treatment can be divided into four components;
a) Cost of LSMD aﬂd other necessary devices and equipment.
b) Professional Fee of Medical Practitioner
¢) Charges of Cath Lab
d) Hoteliering & others costs charged by Hospital

The cost of item (a) can be fixed at a maximum subject to a guantitied multnlier

such as ‘single stent — standard balloons’ and adding up based on each patient’s

. W8 canof fal requirements based on the maximutn prices fixed and transparently ava
L\'{’w"m3 : \abad
sian

patients. ‘Based on existing prices the cost of the LSMD package consisting of

standard devices and disposal equipment for a single stent procedure can be lower
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. than Rs.100,000 except in cases where a specialized stent or device is required for

a particular patient.

Cost of item (c) can be partially regulated with advisable Maximum Catl Lab
Charges reviewed and determined by the NICB on a regular basis as an advisory
cost or fixed cost. Currently these costs as charged at the major public faciiities

are fairly transparent and low since greatly subsidized.

Cost of items (b) and {d) varies from professional to professional and hogpiie! 10
hospital and in terms of the many aptions offered by the hdspitals to padent
However, such costs arc-.wholly dependent upon the patient’s choice in terms of
the professional and also the choice of hoteliering facilities on offer and hence are
incapable of being regulated on a fixed basis spcbia]ly at the private facilitics.
However, these cost at pﬁblic facilities are already‘ regulated and controlied by the
provi;ﬁial public authorities admini;s.tering the hospital. In boll these cost
categories the critical factor being that the patient must be provided transparency
and prior knowledge of such costs to make a decision, which effectively belongs

to the patient.

RECOMMENDATIONS

A) The NICB shall from time to time issue a list of ‘Life Saving Madica)
Devices’ (LSMD) required for purpeses of Inferventional Cardiology. The Listed
LSMD’s shéll fall within the regulatory controls proposed vide the veferred
noﬁﬁcations issued by the Federal Government and DRAP on 15.03.2017 and
22.03.2017 respectively. The first list of LSMD's is attacﬁed herewith as proposed

by the Comumittee (artached herewith as Annexure ).

B) The NICB shall issue a list of LSMD's which should be considersd for
procurement and use by all Cath Labs on the basis of the existing experience, usage

and performance of the LSMD’s as pathered from the users of these devices. Any

‘distributor of a device / stent not included in this list shall have the right to present

their device to the NICB along with necessary usage and performance data to justify

Od‘at%atﬁ inclusion in the Approved LSMI) List and may be so added to the List upon a
Wis i ; : .
thorough scrutiny and consideration. ~A proposed list of Approved LSMI’s of

o

\#
s“pl(}me\:‘,ama‘a d ’ : : : :
different categories as proposed by the Commitiee is attached (attached ferewitl us

Annexure F).







