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SBTC No./guidelines —Surplus Plasma/2016 /60

Date : Qo/09 | 016
To,

I/ ¢ of Blood Banks,
(having blood components separation units)

Sub: Providing Surplus Plasma to indigenous fractionators.

The Addl. Secretary, GOI, Ministry of Health and Family Welfare, NACO, New Delhi
has issued guidelines for providing Surplus Plasma to indigenous fractionators vide D.O.
Letter no.S-12016/01/2012 NACO (NBTC) dt. 28™ October, 2015. (Copy enclosed)

2. The above guidelines were placed before the Governing Board /of SBTC in its 33™
meeting held on 29.02.2016. As decided in the meeting of the Governing Board a Committee
of the following experts was constituted to decide modalities for use of exchange value of the
plasma.

()] Dr. Zarin Bharucha
(2) Dr. S.B. Rajadhyakshya
(3) Dr. Atul Kulkarni

(4) Dr. Girish Chaudhari
(5) Shri. Vinay Shetty

3. Accordingly, the above Committee has prepared the recommendations for use of
exchange value of the plasma. The Committee has also prepared the format of the donor
consent for allowing the use of his blood for fractionation and derivation of essential plasma
derived medicine therefrom.

4. The report of the Committee alongwith addition in the donor consent form was
placed in the 34™ meeting of the Governing Board. held on 08.08.2016 and the Governing
Board has approved the recommendations of the Committee. While approving the
recommendations of the Committee, the Governing Board has also directed that use of
exchange value of plasma for the purpose other than recommended by the Committee should
be with the prior permission of the SBTC.

5. The guidelines issued by the NACO alongwith recommendations of the Committee
giving modalities for use of exchange value of plasma are enclosed herewith for information
and necessary action.
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6. The blood component separation units have to enter in to an agreement with the
fractionators directly as per mutually agreed terms and conditions before sending plasma for
fractionation. However, the terms and conditions should be got approved from SBTC.

» i

For Director
State Blood Transfusion Council,
Mahaq*ashtra State

Copy submitted to: y

1. The Principal Secretary, Public Health and President SBTC, Mumbai

2. The Commissioner, Food and Drugs Administration, (Bandra), Mumbai
3. The Deputy Drug Controller (West Zone), CDSCO, Mumbai

4. The Director, Health Services, Mumbai

Copy to :

1. The Jt. Commissioner, (HQ), Food and Drugs Administration, Mumbai

2. The Asst. Commissioner, Food and Drugs Administration, Mumbai

3. Website: www.mahasbtc.com / arogya.maharashtra.gov.in / maha-arogya.gov.in
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e owriting this to highlight an important initiative that can lead fo increase
: avatlability of indigenous plasma products, namely by permitting blood banks with
“ ttion facility to exchange their surplus plasma with indigenous

£ mww have been reports about surplus plasma being
ated dn some blood banks. To obviate this, and to increase the availability of
igenous plasma products. o policy regarding permitting blood banks to provide
rplus plasma to indigenous fractionsitors, to incres ase avallability of  these producty
has been and o tor some e The muﬁjmi was indtially considered ben
mwm;a af ‘\§ srts. and Bag been approved by the Nativnal Blood Transiusion Council in
05.08.2018. The Health Ministry bas also granted ‘its approval to the

gar initintive,

3 Thie permission to allow blood banks to provide surplus plasma to indigenous
ractionators fnake country we suld honceforth be under the following conditio

Lo The Jractopators must undertake to fulfill needs of Indian market frst and
none of products recoversd from the Indian plasma should be exporivd belore
Rillilling domestic demand.

oo Uniform exchange value of Rs: 1600/~ (Rs, s

vl per Htésy of
Plasma was agreed upor,

UL Al blood banks must ensure taking of the informed consent of the blosd dotn or
for dilowing the m‘“ his Blood for fractionation, and derivation of essential
plasma derived medicines there from.

ities for use of exchange value would be finalized by the respective
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(’"ﬁ‘f»ufiﬁgﬁ availability of plasma derived products to patients réquiring  them
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4l Buy back of plasma derived products of equivalent value for clinical use by
yeedy patignts accessing care at the institution where the blood bank
exchanging the plasma is located.

L cipts  of equipment 01 consumables for strengthening of bivod banks

1y and improving component recovery, SLrage wnd uihzation.

proved by NBIC.

i agrsanent with
s, @nd cone Hons approved by
satinn.

store as per mutually ag -
TC before sending plasma for fract

i Feedback would be provided by fractionators to NBTC/ respective SBTC in order
y provide evidence of the guality of the plasma peing fractionated, so as o
sle eorrective and preventive action.

Ui NBTO would review the fractionators periodically s0 a8 ty prevent any misuse of
ihis strategy.

Ao 1 woald seek your personal attention towards successiul implementation of
fhis polic :
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1 PPY 1o Directorate & eral of Health Services, Govt. of India.
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Report of the Committee to decide the modalities for use of exchange value of the Plasma.

The Govt. of India vide Addl. Secretary’s D.O. letter no. $-12016/01/2012-NACO
(NBTC) dt. 28" October, 2015 has issued guidelines regarding permitting blood banks to
provide Surplus Plasma to indigenous fractionators to increase the availability of plasma
products. In the guidelines uniform exchange value of Rs. 1600/- (Rs. Sixteen Hundred only)
per litre of plasma has been fixed and it has been directed that the modalities for use of
exchange value would be finalized by the respective State Blood Transfusion Council.

2. The guidelines were discussed in the 33 meeting of the Governing Board of the
SBTC held on 29.02.2016 and after detailed discussion, a Committee of the following expert
had been constituted to decide modalities as per the instructions of the NBTC.

) Dr. Zarin Bharucha
(2) Dr. S.B. Rajadhyakshya
(3) Dr. Atul Kulkarni

(4) Dr. Girish Chaudhari
(5) Shri. Vinay Shetty

3. Accordingly, the meetings of the Committee were held on 03.03.2016 and
18.05.2016. After detailed deliberations in the meeting the following recommendations were
made.

() The addition in the donor consent form is recommended as under:
“l understand that the blood centre will make best possible use of my blood

|. By separating into components for transfusion to any patient anywhere, even
beyond the blood bank where my blood is donated.

2. Sending plasma for fractionation into plasma products required by patients.

3. Using in such a manner as the blood centre deemes fit, as per prevailing
guidelines/ regulations.”

(2) To use the exchange value of plasma for the purpose of buy back of plasma derived
products for clinical use by needy patients in the hospital. (applicable for hospital
attached blood banks).

(3) To use the exchange value of the plasma for the purpose of purchase of equipments
or consumables for strengthening of blood bank capacity and improving component
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recovery, storage and utilization. While utilizing the exchange value due procedure of
procurement as prescribed in the Govt. sector, such as calling tender where the cost
exceed 3 lakhs or calling quotations in case the cost is less than 3 lakhs, should be
followed. The concern blood bank should ensure reasonability of rate of equipments
and consumables and follow a transparent process of procurement. The account of
exchange value of plasma and its expenditure for strengthening of blood bank should
be maintained separately and annual accounts should be submitted to the SBTC by
30™ April of each financial year in the format enclosed.

(4)  The exchange value of the plasma can also be utilized by the respective blood bank
for the following purpose subject to approval by the NBTC. The Committee has
recommended utilization of the exchange value of plasma for the following purpose.

1. AMC of the equipments in blood bank.

2. Calibration of the equipments in blood bank

3. Purchase of diesel for running the generating set of electricity in remote areas
where there is a load shedding.

Dr. Zarin Bharucha :Sd/-

Dr. S.B. Rajadhyakshya : Sd/-

Dr. Atul Kulkarni : Sd/-

Shri. Vinay Shetty : Sd/-

Dr. Girish Chaudhari : Sd/-
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