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COVID-19 Therapy:
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Collaborators’ Meeting 
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Agenda

1. Introductions

2. Update on progress

3. Protocol V9.0

4. Future plans

5. Q&A

6. Pregnancy update

7. Q&A



Introductions

• One of the central study team will talk to the agenda

• If you have questions please enter them into the “Q&A” on the right side 
of your screen.

• Questions may be answered directly or to the whole group



PROGRESS UPDATE
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Recruitment by site and by time



Recruitment compared to 
pandemic
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Recruitment

• Continued recruitment is essential

• As local outbreaks occur, please consider discussing with your teams how 
to ensure that all available admissions with Covid-19 are identified and 
enrolled if possible
• Daily catch-up with admitting teams
• Links with laboratory for all positive swabs among patients to be reported
• Plan for weekend recruitment

• Please consider “re-launching” the trial at your site to refresh people and 
inform any new team members of how they can contribute



PROTOCOL V9.0



Protocol V9.0

• Several companies are now producing monoclonal antibodies (mAbs) 
against SARS-CoV-2 “spike” protein
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Role of antibody
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Role of antibody

SARS-
CoV-2

Human lung cell

Spike protein ACE2 receptor

1. Virus binding to its 
receptor is 
inhibited, so cells 
infected less readily

2. Antibody can 
activate other parts 
of immune system 
to kill infected cells 
and capture free 
virus



Source of antibody

• Most patients with Covid-19 will develop antibodies by day 14

• Convalescent plasma contains mixture of many different anti-coronavirus 
antibodies

• Monoclonal antibodies are now in production



REGN-COV2

• RECOVERY is collaborating with Regeneron who have developed a mixture 
of two monoclonal antibodies (mAbs: REGN10933 and REGN10987)

• These are fully human antibodies directed against spike protein

• Two different antibodies mean that if virus mutates its spike protein such 
that one antibody doesn’t bind so well, the other antibody probably still 
will



Safety of REGN-COV2

• ~500 patients have entered trials of REGN-COV2 mAb in early phase trials
• No serious adverse reactions

• 4 patients have had minor infusion reactions which could be controlled 
symptomatically and infusion completed in 3/4 cases

• Other trials ongoing in other clinical scenarios e.g. outpatient, prophylaxis
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Progress

• Collaboration agreed with Regeneron

• MHRA, HRA and REC submission imminent
• Will initially include pregnant women and children ≥12 years old and >40 kg weight

• Age range may extend lower when further data available

• Further information for sites will be available soon



Other developments:
Phase 2

• RECOVERY has been asked by 
CMOs to become the principal 
vehicle for publicly funded 
phase 2 trials

• National committee meets 
regularly to assess candidates 
and make recommendations to 
RECOVERY Chief Investigators



Other developments:
RECOVERY international

• RECOVERY has been approached by 
other countries asking to participate

• Discussions are ongoing with Vietnam, 
Indonesia and Nepal



TRIAL PROCEDURES



Serum samples

• Participants entering convalescent plasma comparison (in future the 
“antibody comparison” as it will also include the mAb) need to have serum 
sample collected prior to randomisation

• Can be taken with G&S sample after consent prior to randomisation to 
limit venepunctures

• Must be taken for all participants in that comparison (regardless of 
allocation)



Completeness of follow-up

• Weekly reminders highlighting participants randomised >28 days ago 
without complete form and also those needing an Antibody Comparison 
72h safety form

• Please do complete these as soon as possible



Carry on recruiting!

• RECOVERY is expanding both in terms of therapies being tested and geography 
covered, so it is an exciting time for the trial. 

• As admission rates may be rising, please ensure team are aware and prepared to 
recruit

• Need to continue recruitment and collection of follow-up information to provide 
DMC with information about efficacy and safety of study treatments

• Thank you for your support.



Randomised Evaluation of 
COVID-19 Therapy:
the RECOVERY trial

Collaborators’ Meeting for Pregnancy 

14 September 2020



RECOVERY for pregnant women

1. Update on covid-19 and pregnancy

2. Update on adaptions

3. Update on UKOSS

4. Future plans

5. Q&A



Covid-19 and pregnancy



Covid-19 and pregnancy (UKOSS 2020)

Characteristic
Estimated No of 

maternities

No of pregnant women 

admitted with SARS-

CoV-2

Incidence per 

1000 maternities
Rate ratio (95% CI)

Age*, years:

<20 2532 4 1.6 0.4 (0.1 to 1.1)

20-34 63 768 248 3.9 1 (reference)

≥35 19 992 175 8.8 2.3 (1.8 to 2.7)

Body mass index†:

Normal (<25) 36 377 126 3.5 1 (reference)

Overweight (25 to <30) 20 836 141 6.8 2.0 (1.5 to 2.5)

Obese (≥30) 16 154 140 8.7 2.5 (2.0 to 3.2)

Ethnic group (England 

only)‡:

White 49 282 173 3.5 1 (reference)

Asian 7400 103 13.9 4.0 (3.1 to 5.1)

Black 3135 89 28.4 8.1 (6.2 to 10.5)

Chinese/other 2960 28 9.5 2.7 (1.7 to 4.0)

Mixed 1304 9 6.9 2.0 (0.9 to 3.8)



Covid-19 and pregnancy



Covid-19 and pregnancy (SR and MA)



Covid-19 and pregnancy



Covid-19 and pregnancy



Covid-19 and pregnancy



Covid-19 and pregnancy



Covid-19 and pregnancy

Headline messages:

• Covid-19 affects pregnant women

• Additional risk factors identified

• Pregnant and postnatal women need evidence-based treatments

• Actively include pregnant and postnatal women in research

• RECOVERY trial has changed clinical practice, including for pregnant women



Covid-19 and pregnancy: RCOG



RECOVERY for pregnant women



Eligibility = same

• No criterion for ‘requiring oxygen’



Notes on eligibility

• What about women with a positive covid-19 swab result but 
initially admitted for another reason…?

• Are you uncertain about the benefits of treatment or not for this 
woman, and whether it might ‘treat’ or prevent deterioration?

• If you are uncertain, then reasonable to provide the information 
to the woman, offer the trial and make a shared decision. 

• For any woman reportable to UKOSS, ask yourself whether you 
can offer her participation in RECOVERY



Interventions = the same
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Use of drugs in pregnancy

Annex A: Trial drugs in pregnancy and during 
lactation

All trial drugs have been used in pregnant 
women with pre-existing medical disorders 
where benefits outweigh the risks to fetus or 
woman, including in the first trimester. The 
existing data related to each drug is summarized 
below.



New information for women



New trial design
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Progress

• Collaboration agreed with Regeneron

• MHRA, HRA and REC submission imminent
• Will initially include pregnant women and children ≥12 years old and >40 kg weight

• Age range may extend lower when further data available

• Further information for sites will be available soon



Follow-up = the same, + linkage



Update on progress

• 160 pregnancy leads identified, supported by research midwives
• Midwife champions on board

• 18 antenatal women recruited



Update from UKOSS this week



Update from UKOSS this week

Notifications by week



Where are we now: positives

• Equity of access to the trial 

• Readiness for future cases

• Link with UKOSS for outcomes

• Research working across disciplines within sites

• Strong ongoing support from RH&C teams



Moving forward

If reporting to UKOSS, check: can we offer the trial…?

Lessons learned from recruiting sites:
- Engaged PI, research midwives and nurses
- Good liaison with main site PI (e.g. sharing information)
- Avoidance of ‘gatekeeping’
- Understanding fetal safety data (see UKTIS)
- Embedding into usual clinical care (aim of RECOVERY trial)



Q&A


