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Pregnancy 

Based on human experience with other substances inhibiting DNA synthesis, cladribine could cause 
congenital malformations when administered during pregnancy. Studies in animals have shown 
reproductive toxicity  

MAVENCLAD is contraindicated in pregnant women. 

Breast-feeding 

It is not known whether cladribine is excreted in human milk. Because of the potential for serious 
adverse reactions in breast-fed infants, breast-feeding is contraindicated during treatment with 
MAVENCLAD and for 1 week after the last dose. 

Source: Medicines.org.uk. MAVENCLAD 10 mg tablets. EMC (Jan 20200 
https://www.medicines.org.uk/emc/product/8435/smpc#PREGNANCY [Last Accessed 02/10/2020] 
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1. Pregnancy Outcomes During the Clinical Development Program of Cladribine in Multiple 
Sclerosis: An Integrated Analysis of Safety. 

Author(s): Giovannoni, Gavin; Galazka, Andrew; Schick, Regina; Leist, Thomas; Comi, Giancarlo; 
Montalban, Xavier; Damian, Doris; Dangond, Fernando; Cook, Stuart 

Source: Drug safety; Jul 2020; vol. 43 (no. 7); p. 635-643 

Publication Date: Jul 2020 

Publication Type(s): Journal Article 

PubMedID: 32447743 

Available  at Drug safety -  from SpringerLink - Medicine  

Available  at Drug safety -  from Unpaywall  

Abstract:INTRODUCTIONAlthough use of contraception was pre-specified during cladribine clinical 
trials for multiple sclerosis, some pregnancies did occur.OBJECTIVEThis analysis reports on 
pregnancy outcomes in the cladribine clinical development program.METHODSPregnancy outcomes 
in female patients (direct pregnancies) and those arising from partner pregnancies (i.e., female 
partners of male study participants with multiple sclerosis) were evaluated from an integrated safety 
analysis of ten studies of cladribine in multiple sclerosis (nine clinical trials and a long-term safety 
registry), with patients treated with cladribine tablets, parenteral cladribine, or placebo (all-exposed 
cohort; 1976 patients received cladribine and 802 received placebo). Pregnancies that occurred 
during the 'at-risk' period for cladribine (during treatment or within 6 months thereafter) are 
reported as a separate group.RESULTSIn the all-exposed cohort, 70 direct pregnancies occurred 
among 62 female patients (cladribine, n = 49; placebo, n = 21). Pregnancy outcomes were: live births 
(cladribine, n = 19 *38.8%+; placebo, n = 9 *42.9%+), elective terminations (cladribine, n = 14 *28.6%+; 
placebo, n = 4 *19.0%+), spontaneous abortions (cladribine, n = 11 *22.4%+; placebo, n = 5 *23.8%+), 
and therapeutic terminations (cladribine, n = 5 *10.2%+; placebo, n = 2 *9.5%+); in the remaining 
placebo recipient, the pregnancy outcome was unknown. There were two reports of congenital 
malformations (cladribine, n = 1; placebo, n = 1), both of which occurred with pregnancies 
arising > 2 years after exposure to the last dose of study medication. Sixteen direct pregnancies 
occurred during the 'at-risk' period for cladribine; outcomes for these were: live births, n = 3 (18.8%); 
elective terminations, n = 10 (62.5%); spontaneous abortions, n = 2 (12.5%); and therapeutic 
terminations, n = 1 (6.2%). Corresponding findings for direct pregnancies among placebo recipients 
were (n = 11): live births, n = 5 (45.5%); elective terminations, n = 2 (18.2%); spontaneous abortions, 
n = 3 (27.3%); and unknown, n = 1 (9.1%). No cases of congenital malformation were reported for 
pregnancies during the 'at-risk' period. There were an additional nine partner pregnancies in female 
partners of cladribine-treated male patients, all of which resulted in live births; of these, two 
pregnancies occurred within the 'at-risk' period for cladribine.CONCLUSIONS While limited by the 
small number of pregnancies and related data from the cladribine clinical development program, 
highlighting the need for further study, the observations made in the present analysis were generally 
consistent with epidemiological data on pregnancy outcomes for the general population or women 
with multiple sclerosis. There were no congenital malformations in pregnancies that occurred during 
cladribine treatment or within 6 months after the last dose. As the data available for cladribine-
exposed pregnancies in patients with multiple sclerosis are limited, a non-interventional post-
authorization safety study has been initiated to obtain more information on this subject.CLINICAL 
TRIAL REGISTRATIONCLARITY: NCT00213135; CLARITY Extension: NCT00641537; ORACLE MS: 
NCT00725985; ONWARD: NCT00436826; PREMIERE: NCT01013350. 

Database: Medline 
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2. Expert opinion on the use of cladribine tablets in clinical practice. 

Author(s): Sørensen, Per Soelberg; Centonze, Diego; Giovannoni, Gavin; Montalban, Xavier; Selchen, 
Daniel; Vermersch, Patrick; Wiendl, Heinz; Yamout, Bassem; Salloukh, Hashem; Rieckmann, Peter 
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Publication Type(s): Journal Article Review 

PubMedID: 32636933 

Available  at Therapeutic advances in neurological disorders -  from Europe PubMed Central - Open 
Access  

Available  at Therapeutic advances in neurological disorders -  from Unpaywall  

Abstract:BackgroundGaps in current product labels and a lack of detailed clinical guidelines leaves 
clinicians' questions on the practical management of patients receiving cladribine tablets for the 
treatment of relapsing multiple sclerosis (MS) unanswered. We describe a consensus-based 
programme led by international MS experts with the aim of providing recommendations to support 
the use of cladribine tablets in clinical practice.MethodsA steering committee (SC) of nine 
international MS experts led the programme and developed 11 clinical questions concerning the 
practical use of cladribine tablets. Statements to address each question were drafted using available 
evidence, expert experiences and perspectives from the SC and an extended faculty of 33 MS 
experts, representing 19 countries. Consensus on recommendations was achieved when ⩾75% of 
respondents expressed an agreement score of 7-9, on a 9-point scale.ResultsConsensus was 
achieved on 46 out of 47 recommendations. Expert-agreed practical recommendations are provided 
on topics including: the definition of highly active disease; patterns of treatment response and 
suboptimal response with cladribine tablets; management of pregnancy planning and malignancy 
risk, infection risk and immune function, and switching to and from cladribine tablets.Conclusion 
These expert recommendations provide up-to-date relevant guidance on the use of cladribine 
tablets in clinical practice. 

Database: Medline 
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3. Pharmacotherapeutic considerations in women with multiple sclerosis 

Author(s): Andersen J.B.; Magyari M. 

Source: Expert Opinion on Pharmacotherapy; Sep 2020; vol. 21 (no. 13); p. 1591-1602 

Publication Date: Sep 2020 

Publication Type(s): Review 

PubMedID: 32521172 

Abstract:Introduction: Multiple sclerosis (MS) is a chronically progressive disease of the central 
nervous system. The relapsing form of the disease predominantly affects women with onset 
between the ages 20 to 40 years. Therefore, timing, choice, and treatment options should take 
pregnancy planning into consideration to accommodate both the needs and safety of the mother 
and health of the fetus. Areas covered: In this review, the authors discuss and summarize the recent 
evidence of different pharmacotherapeutic possibilities in the treatment of women with MS. Expert 
opinion: There is evidence that disease modifying therapy reduces the risk of relapses and 
diminishes disability progression in people with relapsing MS. The disease is often diagnosed in the 
childbearing years, and thus pregnancy planning can possibly be a part of the pharmacotherapeutic 
considerations. The management of women planning pregnancy requires a balancing of risks. The 
clinician must consider the risks related to treatment discontinuation versus the risk of exposing the 
developing fetus to drugs that are potential fetotoxic. Randomized controlled trials of medication 
safety-if used during pregnancy, are prohibited for ethical reasons; hence, the evidence is 
continuously gathered from observational data, post-authorization studies and pregnancy 
registries.Copyright © 2020 Informa UK Limited, trading as Taylor & Francis Group. 

Database: EMBASE 

 

4. A systematic review and meta-analyses of pregnancy and fetal outcomes in women with 
multiple sclerosis: a contribution from the IMI2 ConcePTION project 

Author(s): Lopez-Leon S.; Geissbuhler Y.; Sabido M.; Turkson M.; Wahlich C.; Morris J.K. 

Source: Journal of Neurology; Sep 2020; vol. 267 (no. 9); p. 2721-2731 

Publication Date: Sep 2020 

Publication Type(s): Article 

PubMedID: 32444984 

Available  at Journal of neurology -  from SpringerLink - Medicine  

Available  at Journal of neurology -  from Unpaywall  

Abstract:Neurologists managing women with Multiple Sclerosis (MS) need information about the 
safety of disease modifying drugs (DMDs) during pregnancy. However, this knowledge is limited. The 
present study aims to summarize previous studies by performing a systematic review and meta-
analyses. The terms "multiple sclerosis" combined with DMDs of interest and a broad profile for 
pregnancy terms were used to search Embase and Medline databases to identify relevant studies 
published from January 2000 to July 2019.1260 studies were identified and ten studies met our 
inclusion criteria. Pooled risk ratios (RR) of pregnancy and birth outcomes in pregnancies exposed to 
DMDs compared to those not exposed were calculated using a random effects model. For 
spontaneous abortion RR = 1.14, 95% CI 0.99-1.32, for preterm births RR = 0.93, 95% CI 0.72-1.21 
and for major congenital malformations RR = 0.86, 95% CI 0.47-1.56. The most common major 
congenital malformations reported in MS patients exposed to MS drugs were atrial septal defect 
(ASD) (N = 4), polydactyly (N = 4) and club foot (N = 3), which are among the most prevalent birth 
defects observed in the general population. In conclusion, interferons, glatiramer acetate or 
natalizumab, do not appear to increase the risk for spontaneous abortions, pre-term birth or major 

https://doi.org/10.1007/s00415-020-09913-1
https://link.springer.com/content/pdf/10.1007/s00415-020-09913-1.pdf


congenital malformations. There were very few patients included that were exposed to fingolimod, 
azathioprine and rituximab; therefore, these results cannot be generalized across drugs. Future 
studies including internal comparators are needed to enable treating physicians and their patients to 
decide on the best treatment options.Copyright © 2020, The Author(s). 

Database: EMBASE 

 

5. Management strategies for female patients of reproductive potential with multiple sclerosis: An 
evidence-based review 

Author(s): Coyle P.K.; Oh J.; Magyari M.; Oreja-Guevara C.; Houtchens M. 

Source: Multiple Sclerosis and Related Disorders; Jul 2019; vol. 32 ; p. 54-63 

Publication Date: Jul 2019 

Publication Type(s): Review 

PubMedID: 31030020 

Available  at Multiple sclerosis and related disorders -  from Unpaywall  

Abstract:Multiple sclerosis (MS)is an inflammatory, demyelinating, neurodegenerative, immune-
mediated disease primarily diagnosed in early adulthood. Multiple sclerosis mostly impacts women 
of reproductive potential, with pregnancy and birth outcomes being major concerns for many 
patients. While there is ample evidence that the disease itself has no impact on pregnancy, many 
women living with MS still question their ability to have children, and the impact of childbearing on 
their disease in the short and long term. Such questions emphasize the importance of proper 
guidance from healthcare professionals, particularly neurologists. Management considerations are 
also complicated by the growing list of available treatment options. This review will summarize 
current evidence and expert opinion around the management of female MS patients of reproductive 
potential, from family planning to the postpartum period. Current guidelines on the use of disease-
modifying therapies throughout pregnancy will be discussed, as well as other general medical 
recommendations, to minimize MS disease activity in the peripartum period.Copyright © 2019 

Database: EMBASE 
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6. Multiple sclerosis and pregnancy 

Author(s): Kanagaraj P.; Kapoor D.; Evangelou N. 
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Abstract:Key content: Multiple sclerosis (MS) is a chronic neurological disease that manifests with 
clinical and subclinical attacks of central nervous system demyelination. Women are at least twice as 
likely as men to suffer from MS, with a mean age of onset of 30 years. Pregnancy has no adverse 
long-term effect on disease progression, but it is associated with a higher relapse rate in the 
immediate postpartum period. Pregnancy can worsen pre-existing urinary/bowel dysfunction and 
motor problems. MS is not associated with significant obstetric or neonatal complications. Learning 
objectives: To understand how to manage pregnant women with MS in the multidisciplinary setting. 
To understand the importance of pre-pregnancy counselling for women with MS who are on 
disease-modifying drugs. To understand the implications of pregnancy on MS symptoms and their 
management. To be aware of the benefits of breastfeeding and the safety of disease-modifying 
drugs and lactation. Ethical issues: In the absence of clear guidelines, should women ever be advised 
to avoid pregnancy? Should women be offered in vitro fertilisation treatment, which is known to 
increase disease relapse?.Copyright © 2019 Royal College of Obstetricians and Gynaecologists 

Database: EMBASE 
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8. Practical Evidence-Based Recommendations for Patients with Multiple Sclerosis Who Want to 
Have Children 

Author(s): Fragoso Y.D.; Brooks J.B.B.; Adoni T.; Finkelsztejn A.; da Gama P.D.; Grzesiuk A.K.; 
Marques V.D.; Parolin M.F.K.; Sato H.K.; Varela D.L.; Vasconcelos C.C.F. 

Source: Neurology and Therapy; Dec 2018; vol. 7 (no. 2); p. 207-232 
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Publication Type(s): Review 
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Available  at Neurology and Therapy -  from Europe PubMed Central - Open Access  

Available  at Neurology and Therapy -  from ProQuest (Health Research Premium) - NHS Version  

Available  at Neurology and Therapy -  from Unpaywall  

Abstract:Multiple sclerosis (MS) management presently aims to reach a state of no (or minimal) 
evidence of disease activity. The development and commercialization of new drugs has led to a 
renewed interest in family planning, since patients with MS may face a future with reduced (or no) 
disease-related neurological disability. The advice of neurologists is often sought by patients who 
want to have children and need to know more about disease control at conception and during 
pregnancy and the puerperium. When MS is well controlled, the simple withdrawal of drugs for 
patients who intend to conceive is not an option. On the other hand, not all treatments presently 
recommended for MS are considered safe during conception, pregnancy and/or breastfeeding. The 
objective of the present study was to summarize the practical and evidence-based 
recommendations for family planning when our patients (women and men) have MS. Funding TEVA 
Pharmaceutical Brazil.Copyright © 2018, The Author(s). 

Database: EMBASE 
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PubMedID: 29168160 
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Abstract:Cladribine is a purine nucleoside analogue that selectively depletes peripheral lymphocytes 
without a major impact on cells of the innate immune system. An oral formulation of cladribine has 
been developed to be given as short courses over two annual cycles. Oral cladribine results in the 
peripheral depletion of lymphocytes that is gradual, occurring over several weeks, and is not 
associated with a cell lysis syndrome, has a greater impact on B cells than T cells, and is followed by 
gradual reconstitution of the peripheral lymphocyte counts over several months. Oral cladribine is 

http://link.springer.com/10.1007/s40120-018-0110-3
http://europepmc.org/search?query=(DOI:10.1007/s40120-018-0110-3)
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https://link.springer.com/content/pdf/10.1007%2Fs40120-018-0110-3.pdf
http://europepmc.org/search?query=(DOI:10.1007/s13311-017-0573-4)
http://europepmc.org/search?query=(DOI:10.1007/s13311-017-0573-4)
http://link.springer.com/10.1007/s13311-017-0573-4
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https://gateway.proquest.com/openurl?ctx_ver=Z39.88-2004&res_id=xri:pqm&req_dat=xri:pqil:pq_clntid=31437&rft_val_fmt=ori/fmt:kev:mtx:journal&genre=article&issn=1933-7213&volume=14&issue=4&spage=874
https://link.springer.com/content/pdf/10.1007/s13311-017-0573-4.pdf
https://link.springer.com/content/pdf/10.1007/s13311-017-0573-4.pdf


effective in relapsing forms of multiple sclerosis. As a selective immune reconstitution therapy 
(SIRT), cladribine acts as a short-term immunosuppressant, relative to other maintenance 
immunosuppressive therapies that result in long-term immunosuppression. The main safety signal 
that has emerge relates primarily to herpes zoster infection, which was more common in patients 
with higher grades of lymphopenia, in particular grade 3 and 4 lymphopenia. Data from the oral 
cladribine extension trial and safety register, and reanalysis of the pivotal phase III trial has indicated 
that oral cladribine is unlikely to be associated with an increased short- to intermediate-term risk of 
malignancy.Copyright © 2017, The American Society for Experimental NeuroTherapeutics, Inc. 

Database: EMBASE 

 

10. Pregnancy outcomes during the clinical development programme of cladribine in multiple 
sclerosis (MS): An integrated analysis of safety for all exposed patients 
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Publication Type(s): Conference Abstract 

Available  at Multiple Sclerosis Journal -  from Unpaywall  

Abstract:Background: During clinical trials of cladribine in patients with MS, contraception was 
specified for men and women of child-bearing potential. Despite these precautionary measures, 
pregnancies occurred during the clinical trial programme. Objective(s): To report pregnancy 
outcomes from an integrated analysis of safety for patients exposed to cladribine during the clinical 
development programme in MS. Method(s): The outcomes of pregnancies were recorded from an 
integrated analysis of safety of all exposed patients (1976 patients exposed to cladribine, 802 
patients exposed to placebo). Data on pregnancies recorded as adverse events were included from 
studies that involved treatment with parenteral cladribine or cladribine tablets. Result(s): In total, 64 
pregnancies occurred among 57 women (44 pregnancies were in 38 women with exposure to 
cladribine, and 20 were in 19 women who had received placebo). Eighteen (41%) pregnancies in the 
cladribine group and 9 (45%) in the placebo group resulted in live births. Among the pregnancies 
that did not lead to live births, 14 of those in the cladribine-treated group and 4 in the placebo group 
were terminated by induced abortion on the patient's decision; there were 9 spontaneous abortions 
in women treated with cladribine, and 5 in women who had received placebo (which is consistent 
with epidemiological data on pregnancy outcomes), also, 3 medically indicated abortions were 
reported for 2 women treated with cladribine (2 were due to ectopic pregnancy and 1 to 
choriocarcinoma) and 1 for a placebo recipient (Dandy- Walker congenital malformation with 
placental abruption). The female partners of 9 cladribine-treated males experienced 10 pregnancies, 
9 of which resulted in live births (there was 1 unknown outcome). The female partners of 2 placebo-
treated males experienced 2 pregnancies (each outcome unknown). Conclusion(s): In this limited 
population of pregnancies with potential exposure to cladribine, no congenital malformations were 
identified. Because of the potential for teratogenicity, further study is warranted to better 
understand any risks that might be associated with cladribine in pregnancy. 
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11. Update on reproductive safety of current and emerging disease-modifying therapies for 
multiple sclerosis 

Author(s): Cree B.A.C. 
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Premium) - NHS Version  

Available  at Multiple sclerosis (Houndmills, Basingstoke, England) -  from Unpaywall  

Abstract:For physicians who care for patients with multiple sclerosis (MS), the use of disease-
modifying therapies (DMTs) during the conception period and pregnancy raises important safety 
considerations. All DMTs have potential adverse effects on fertility, pregnancy outcomes, and 
breastfed infants. Although physicians are reluctant to prescribe DMTs to MS patients who are 
contemplating having a family or are already pregnant, treatment can be warranted in those who 
have active disease. This review assembles the most current information on the reproductive safety 
of approved and emerging DMTs drawn from the literature and information supplied by the 
manufacturers. © The Author(s) 2013. 
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therapeutic options. 
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13. Cladribine tablets for the treatment of relapsing-remitting multiple sclerosis 

Author(s): Comi G.; Hartung H.-P.; Kurukulasuriya N.C.; Greenberg S.J.; Scaramozza M. 

Source: Expert Opinion on Pharmacotherapy; Jan 2013; vol. 14 (no. 1); p. 123-136 

Publication Date: Jan 2013 

Publication Type(s): Review 

PubMedID: 23256518 

Abstract:Introduction: Multiple sclerosis (MS) is a chronic immune-mediated disorder of the central 
nervous system leading to progressive neurodegeneration and disability. Until 2010, all approved 
disease-modifying drugs for MS required parenteral administration, which is associated with 
suboptimal adherence. It was anticipated that new approaches to treatment, including oral agents 
such as cladribine tablets, may improve adherence. In 2011, the development of cladribine tablets 
was stopped following negative feedback from the EMA and FDA. Areas covered: This article 
provides an overview of the chemistry, mechanism of action and pharmacological properties of 
cladribine tablets therapy, and highlights the rationale for its development as an oral treatment for 
MS. Key efficacy and safety data from the pivotal Phase III CLARITY study are presented, providing 
context for the opinion received from the regulatory agencies. Expert opinion: Despite the promising 
efficacy data observed in the cladribine tablets clinical trial program, regulatory agencies identified a 
potential risk of increased malignancies, and raised concerns about the implications of sustained 
lymphocyte depletion. Following the feedback received from the regulatory agencies, Merck Serono 
made the decision to withdraw the agent from the regulatory approval process. The experience 
gained will benefit other research efforts to address the outstanding unmet treatment needs of 
patients with relapsing MS. © 2013 Informa UK, Ltd. 

Database: EMBASE 
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record MS study and pregnancy registry 
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Publication Type(s): Conference Abstract 
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Abstract:Background: Cladribine tablets therapy has recently been approved in two countries for the 
treatment of relapsingremitting multiple sclerosis (MS). Further assessment of the long-term safety 
of this treatment in routine clinical practice is required. Objective(s): To quantify and characterize 
the risk of infections, malignancies and severe lymphopenia; to estimate the risk of additional events 
specified in the risk management plan; and to monitor the occurrence of pregnancies and assess 
pregnancy outcomes and developmental disabilities in offspring up to age 1 year. Method(s): I. A 
multicenter cohort of approximately 5000 patients diagnosed with relapsing forms of MS, who 
initiate cladribine tablets therapy in routine medical care in countries where cladribine tablets 
therapy is approved, will be followed up regularly for up to 8 years. Participating centers will be 
selected based on the results of a feasibility questionnaire assessing the potential number of 
cladribine tablets initiators. Study endpoints include: cumulative incidence and risk and severity of 
severe and selected infections, malignancies, severe lymphopenia, and other specific events; and the 
duration of severe lymphopenia. Cumulative data will be analyzed by the life table method and 
stratified by time since starting treatment. II. A pregnancy registry will include pregnancies with 

https://go.openathens.net/redirector/nhs?url=http%3A%2F%2Fdoi.wiley.com%2F10.1002%2Fpds.2206


possible exposure of gametocytes or embryo-fetal exposure to cladribine tablets therapy. Pregnancy 
outcome must be unknown at the time of inclusion. Pregnant women will be followed up until the 
pregnancy outcome, and offspring until age 1 year. Endpoints will include: proportion of pregnancy 
outcomes; birth prevalence of major congenital malformations among both live births and stillbirths; 
frequency of major congenital abnormalities and of abnormal developmental events up to age 1 
year of offspring. Result(s): Analyses are planned at accrual of 1500, 3000, and 4500 patient-years 
and every 2 years thereafter. Conclusion(s): The prospective RECORD MS study and pregnancy 
registry will provide additional data on the long-term safety of treatment with cladribine tablets for 
relapsing forms of MS. 

Database: EMBASE 

 

15. Design of the RECORD MS study and pregnancy registry in patients with multiple sclerosis 
receiving cladribine tablets therapy in normal medical care 
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Available  at Journal of Neurology -  from Unpaywall  

Abstract:Objectives: Cladribine tablets therapy has been approved in several countries for the 
treatment of relapsing-remitting multiple sclerosis (MS), following the phase III CLARITY study in 
which cladribine tablets were administered in an annual short-course regimen and primary and key 
secondary endpoints were met. A post-authorization risk assessment plan, including the RECORD MS 
study, has been conceived to provide extensive safety data and to monitor the occurrence of 
pregnancies and assess pregnancy outcomes. Method(s): RECORD MS is an 8-year, multinational, 
multicentre, prospective, observational single cohort study of patients diagnosed with relapsing 
forms of MS (as per indication in locally approved Product Information/label), starting at the time of 
post-approval availability of cladribine tablets in the first participating country. To be eligible, 
patients will have to be cladribine-naive. Patients will receive cladribine tablets for MS in routine 
medical care, administered according to local Product Information in each participating country, and 
will be monitored every 3 months during the first year and at least every 6 months thereafter. The 
primary study objective of RECORD MS is to quantify and characterize the risk of severe and selected 
infections, malignancies, and severe lymphopenia. Secondary objectives are to estimate the risk of 
additional clinically relevant adverse events, particularly: haematological disorders, vertigo, tinnitus, 
other neurological conditions, severe renal dysfunction, hepatic dysfunction, cardiac conditions, 
hypersensitivity and deaths. Relapse rate and Expanded Disability Status Scale score will be recorded 
in order to assess MS disease activity. Pregnancies with possible exposure of gametocytes or 
possible embryo-fetal exposure to cladribine will be followed for the pregnancy outcome and 
offspring will be followed to age 1 year. Result(s): It is anticipated that 5,000 patients will be 
followed at approximately 500-600 sites worldwide, depending on the timing of approval and 
availability of cladribine tablets. Conclusion(s): The prospective RECORD MS registry, as part of the 
cladribine tablets risk assessment plan, is intended to evaluate the safety and efficacy of long-term 
treatment with cladribine tablets in relapsing forms of MS. 
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Abstract:The management of hematological malignancies during pregnancy is a challenging 
endeavor, which not only requires technical skills and knowledge by the clinicians but also requires 
sound clinical judgment and compassion, keeping in mind the patient and family preferences and, 
ultimately, the wellbeing of the neonate. The incidence of hematological malignancies during 
pregnancy is rare, ranging from 1 in 1,000 to 1 in 10,000 deliveries, impeding the design and 
execution of large prospective studies. The purpose of this review is to evaluate the limited existing 
data and make useful suggestions in the management of acute and chronic leukemias, Hodgkin and 
non-Hodgkin lymphomas, plasma cell myeloma, and other hematological malignancies, such as 
myelodysplastic syndromes and hairy cell leukemia, during pregnancy. © 2009 Wiley-Liss, Inc. 
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Abstract:Hairy cell leukemia (HCL) is predominantly seen in men with a median age of 52, and often 
treated with 2-chlorodeoxyadenosine (cladribine, 2-CdA). Perhaps as a result of the demographics of 
HCL, studies of ovarian function after such therapy are lacking, even though cladribine can induce 
DNA strand breaks. In this report, the first case of a patient diagnosed with HCL who then went on to 
a successful pregnancy is described, suggesting that fertility may be preserved in at least some 
female patients treated with this agent. 
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