GOVERMMENT OF ODISHA
HEALTH & FAMILY WELFARE DEPARTMENT

File No.DMET-METI-MISC-0073-2021- ['53:94 HAFW, Dated 0 G- &/

From

arl P K. Mohapatra, I1AS

Additional Chief Secretary to Government
Ta

All CollectersAl Municipal Commissioners

Al COM & PHOg

Director, AIIMS, Bhubaneswar

All Dean & Poncipals & Supenntendent of Govt, & Pyl M.C of the State
superintendent SVPPGIP

Medical Superintendant / ChMOs of all Pyl Health cara Instilution in the Stata

Sub:  Revised Guidelines for use and issue of Tocilizumab and other New drugs in
COVID 18,

Madam/Sir,

This has the reference to this Department Letter Mo-13134, dated-20.04 2021 and Letler
Mo-13561, dated-06.05.2021 regarding the constitution of an Expart Committea for taking the
decision on the use of Toclizumab and other new drugs for Covid patients in Covid treatment
facilities and the S0P for requisition of Tocllizumab & other new Dugs

In this context, | am (o say that the AlIMS/ ICMR-COVID-19 National Task Force/ Joint
Monitoring Group [Die.GHS) Minisiry of Health & Famiby Welfare, Government of India Clinical
Guidance For Management of Adult Covid-19 Patients, Did.17.05.2021 recommends that
Tocilizumab (Off-label) may be considerad when all of the below critaria are mat

« Fresence of severe disease (preferably within 24 too 48 howurs of onsel of severe
diseasa/CL admission).
» Significantly raised inflammalory markars (CRP &/for IL-6).

= Mol improving desplie the use of steroids,
& Mo active bacteralfungaltubercular infection.

# Recommended single dosa: 4 o 6 mgllkg (400 mg in B0kg adult) In 100 ml NS over 1 hour,

In India, the drug conircller general of India (DCGH s the regulatory aulhority for
granting approval for new drugs but, unfortunately, thera & no clear-cut guideline on the off-label
use of drugs,

It iz also dangerous 1o suggest that doctors showld be free to decide about off-label use
based on their experence and knowledge, (BMJ. 2004 Apr 24; 328(T446): 574)

The off-labal drug use also carfes some risks for the patienls in case inappropriately
utilized. Whan thare is no suraly aboul the scientific validity of off-label use, then it might axposa
the patient to unrestricted expermantation, unkrown heallh risks, or inefective medicineg.




As such the availlabiity of ToclHzumab is lmited in Indla and indiscriminate prescripiion
for COVID 19 patients may have a compounding effect on its availability and may lead to puhlic
discontentment,

The Govarnmeant of Odisha had issued a guideline on 30.04.2021 to ensure availability
of tha Toclizumab from the Govl, stock through an exper commiliee and also to avoid its use
when that is nol indicated or when there iz a contraindication, Bul several complaints have been
received regarding the delay in supply on the grounds of non-compliance with the reguired
documents; resulling in a delay in the initation of the reatment. Also, the E:pﬂa'tlt:.nmrniﬁae has
recelved many reguisitions for patients for whom drugs can not be usead,

To overcome these problems and o ensure ready supply Tocilizumab/ New drusgs!
Invastigational drugs/ Off labal drugs following SOP may be considerad.

a. Reglonal stock points will be crealed at OSMCL under CDMEPHOs of
Bhubaneswar (BMC), Cultack{CMC), Balasore, Ganjam, Angul, Sambalpur,
Sundargarh, Bargarh, Koraput and Balangir and telephone numbers of these
district lewel stock points must be shared with the MD{OSMCLY DMET{O) and
Chairman, Experl Commitias,

b. Only drugs included in Mational Guidelines will be considered for supply from the
Govl stock depending upon its avaidability.

C. Since the drugs used as ofl-label drugs are not approved drugs, i will be the sole
responsibility of the treafing physician to decide the use of off-label drugs for use in
COVID 19 patients, He/She must take due diligence on the eligibiity of the
candidates for the administration of Toclizumab or any other new drugs while
taking the decision an thair usa. The Govt will not owe any responsibility for such
use by the treating physician,

d, Adequate counsaling of the patients/ attendants must be done with respect to
possible resulls! adverse effects before prescription of Tocilizumab' Mew drugs and
consant must be obiainad from patients or his/her attendants.

e. The requisition accompanied by duly compliad revised proforma (enclosed) must
be sent 1o MD,OSMCL ( mdosmclod@nicin, 9437048177) with a copy fo the
DMET{O) (dmetbbsrdi@amall.com. 9437044645) and Chairman, Expert Committee
{ bidyutdasihotmail.com, 9437275220) and CDM & PHOs of the designated
digtricts  through  Email and Whatsapp to enable the commilles for a
recommendation for issue of the drug. In emergency. conditions, the irealing
physician may consult the Chairman, Expert Committee, or DMET(Q) over the
phane during odd hours (o facilitate the early pravision of such drugs.

f. The Expert Committee after scrutinization of records will recommend for the issua
of the drugs to OSMCLS and also o the COM&PHOs of the designated districts
within a reasanatde lirma,

g. The recommendation can also be done by the DMET{O) during exigencies.

h. The Hospital Administration will be responsible for retaining the emply used vials
for varification and will retum them on demand.

a, Uilization Cedificate must be submitted by the Hospital Administration within 48
hrs of the issue of the drugs and will submil the casa records after completion of
the freatment when required for audit

1. In the event of non-use, Toclizumab must be returned to DSMCL or other issuing
centers within 48 brs, Retention of the stock received is striclly prohibited.

This will come inta effect immediataly and supersedes all eadier orders.

Yours faithlully,
X o\ Swﬂ
Additional Efief Sacrblary lo the Gdvernment




Proforma for screening eligibllity for use of TOCILIZUMAB

(to be filled by the treating physician)
Date:
Mame of patient: AgelSax:
Body weight: COVID report:

. Hame of conter treating the patient:
. Duration of lliness:
. Date of first drop in Sp02 below 92% on room air:

. Duration of onset of severe disease (SpO2< 92 on room airf Resp rate> 30/min):

1
2
3
4
5. Whether admitted in ICUWHDU (yes/no):
6. Whether on HFNG/ NIV! Mechanical ventilation:
7. CGurrent Oxygen saturation:

8. Type of steroid received:

9. Dose and duration of steroid given:

10. Does the patient have any suspected bacterial (raised serum procalcitonin) fungal/
tubercular infection?

11. Has the patient recelved Immune-suppressant tharapy (other than steroid) like
Baricitinib, Tofacitinib, ltolizumab, Bevacizumab, Anti-TNF, any other biologic?

12, i yes, indicate the type of immunosuppressant and date of administration.
13. Has the patient received tocilizumab or similar drugs earlier? If yes, indicate date:
14. Basic investigation reports of the patient (done within last 48 hours):

3. CBE: HB.LLTLR G JOC{ N........ L M...... B h TPC.......

B BPTE AT o BT sivaisimmii

c. HIV/ HBsAg/ Anti-HCV:

d. CRP (quantitative) (specify units):

2. Serum Procalcitonin (specify control cut-off):

15. (a) Has the patient/ family member! attendant been counseled and consent
obtained

(b} If yes, mode of consent taken: written/ Whatsapp/ E-mail/ any othar modality

Signature of the treating physician:

Mame, Designation, and seal of the treating physiclan: Contact no.

Countersignature with the seal of the Hospital Superintendant! AMO: Contact na;




Documents to accompany the proforma: { Desirable)

1. COVID report
2. Prescription of treating physiclan
3. Photocopy of Case Shest

4, Photocopy of investigations

M.B:

1)Since Tocilizumab is used as an off-label drug, It Is the responsibility of the treating
physiclan to adequately counsel the patients/relatives & to obtain consent before
administration of the drug.

It is the duty of the treating physician to ensure eligibility for tocilizumab before
administration.

2) In case of incomplete proforma, the assessment for a judicious recommendation of
tocilizumab will not be possible,

3)The Hospital administration must submit utilization certificate to OSMCL through emall
& will submit the detailed case record if required

4) The Hospital Administration must submit case records of the patient
receiving the drug after completion of treatment on demand for audit.

5) The Hospital should retain the used empty vials for return on demand.

Ll




